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MONDAY, MAY 16, 1955 


Unrrep STATes SENATE, 
CoMMITTEE ON Lapor AND Pusiic WELFARE, 
Washington, D.C. 

The committee met, pursuant to notice, at 2 p. m., Senator Lister 
Hill (chairman) presiding. 

President: Senator Hill, Lehman, McNamara, Smith of New Jersey, 
Ives, Purtell, Goldwater, Bender, and Allott. 

Also present : Senator Humphrey. 

Stewart E. McClure, staff director: Roy E. James, minority staff 
director; John S. Forsythe, William G. Reidy, and Michael Bernstein, 
professional staff members. 

Chairman Hii. The meeting will kindly come to order. ‘The com- 
mittee met on Wednesday, May “4 last, and had the Assistant Secretar y; 
Mr. Perkins, and Dr. Scheele, Surgeon General of the United States 
Public Health Service, with us at that time, consider ing bills to pro 
vide for legislation for controls over the Caren and allocation 
of the Salk vaccine. 

(The bills referred to and the report of the De pantie of Health, 
Education and Welfare on S. J. Res. 68, S. 1691, S. 1781, and S. 1925 
are as follows: 


[S. J. Res. 68, 84th Cong., Ist sess. ] 


JOINT RESOLUTION To provide for the most effective use and distribution of infantile 
paralysis vaccine 

Whereas the development.of an infantile paralysis vaccine, a national blessing, 
has also created a temporary national emergency resulting from a demand far 
in excess of the supply ; and 

Whereas this development was financed by the voluntary contributions of the 
people of the United States and the untiring efforts of dedicated scientists ; and 

Whereas the Federal Government has an obligation to the people of the United 
States to provide for the free flow of such vaccine throughout the several States 
in order to insure its most effective and equitable distribution and use while 
supplies are less than the total needs of the entire population: Now, there 
fore, be it 

Resolved by the Senate and House of Representatives of the United States of 
America in Congress assembled, That the Secretary of Health, Education, and 
Welfare is authorized and directed to issue mandatory rules and regulations 
regulating the distribution and use of all Salk vaccine manufactured in, imported 
into, and exported from the United States (including but not limited to the 
establishment of priorities by age groups, physical condition, and geographical 
location ; the maintenance of distribution records by manufacturers, distributors, 
and members of the medical profession engaged in the distribution and use of 
the Salk vaccine; and the distribution of Salk vaccine at a reasonable cost 
to the individual purchaser) during the temporary national emergency which 
has resulted from the insufficient supply of such vaccine. 

Sec. 2. The Secretary of Health, Education, and Welfare is authorized and 
directed (1) to consult with State health officials, representatives of the National 
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Foundation for Infantile Paralysis, representatives of the manufacturers of the 
Salk vaccine, and prominent scientists, including Dr. Jonas Salk, who have 
specialized in the study and treatment of poliomyelitis, concerning the promulga- 
tion of mandatory rules and regulations regulating the distribution and use of 
all Salk vaccine during the temporary national emergency, and (2) to make such 
reports to the Congress as the Secretary may deem necessary, including recom- 
mendations for further legislation deemed by the Secretary to be desirable to 
implement the policies of this joint resolution. Any such report may recommend 
the enactment of legislation by the Congress to maintain reasonable prices of 
Salk vaccine whenever the Secretary shall determine that the price of such 
vaccine or substantial amounts thereof has become unreasonably high. 

Sec. 3. The Secretary of Health, Education, and Welfare may appoint and fix 
the compensation of such personnel as the Secretary deems advisable, without 
regard to the provisions of the civil-service laws and the Classification Act of 
1949, as amended, in order to carry out the purposes of this joint resolution. 

Sec. 4. The functions exercised under this joint resolution by the Secretary 
of Health, Education, and Welfare shall be excluded from the operation of the 
Administrative Procedure Act, but the Secretary shall provide for the greatest 
practicable distribution and publication of rules and regulations issued under 
this joint resolution. 

Sec. 5. Nothing contained in this joint resolution shall be construed to limit or 
supersede the applicability of the Federal Food, Drug, and Cosmetic Act, as 
amended, or any rule or regulation promulgated thereunder. 

Sec. 6. There are hereby authorized to be appropriated, out of any money in 
the Treasury not otherwise appropriated, such sums as may be necessary to carry 
out the provisions of this joint resolution. 

Sec. 7. Any person who willfully performs any act prohibited or willfully fails 
to perform any act required by any rule or regulation promulgated under the 
authority of this joint resolution shall, upon conviction, be fined not to exceed 
$10,000 for each such offense. 

Sec. 8. All of the authority conferred under this joint resolution on the Sec- 
retary of Health, Education, and Welfare shall terminate at such time as the 
Secretary shall report to the President and the Congress that there is sufficient 
Salk vaccine to make unnecessary further controls under this joint resolution. 





{S. 1691, 84th Cong., 1st sess.] 
A BILL To insure the most effective and equitable distribution of infantile paralysis vaccine 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That the American people are profoundly 
grateful that a vaccine has been developed which is an effective preventive of 
infantile paralysis. That development was financed by the voluntary contribu- 
tions of the peoples of the United States and prosecuted by devoted scientists who 
Seek no profit. 

It is the policy of the Congress to insure the most effective and equitable dis- 
tribution of the Salk vaccine while supplies remain too limited to meet the total 
needs of the whole population. 

Sec. 2. (a) For the purpose of carrying out the policy set forth in the first 
section of this Act, there is established a commission to be known as the Com- 
mission To Control Infantile Paralysis (hereinafter referred to as the “Com- 
mission”). 

(b) The Commission shall be composed of the Surgean General of the Public 
Health Service, and four additional members to be appointed by the Secretary of 
Health, Education, and Welfare. One such member shall be a State health 
official: one shall be a representative of the manufacturers of the Salk vaccine; 
and one shall be a representative of the National Foundation for Infantile 
Paralysis. The Secretary of Health, Education, and Welfare shall invite Doctor 
Jonas Salk to serve as the fifth member of the Commission. In the event that 
Doctor Salk is unable to serve, the Secretary shall appoint as a member in his 
stead a scientist who has specialized in the study and treatment of poliomyelitis. 

(c) Any vacancy in the Commission shall not affect its powers, but shall be 
filled in the same manner in which the original appointment was made. 

(d) Three members of the Commission shall constitute a quorum. 

(e) The Commission shall have a seal which shall be judicially recognized. 

Sec. 3. The Commission is authorized and directed (1) to issue mandatory 
rules and regulations regulating the distribution and use of all Salk vaccine 
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manufactured in, imported into, and exported from the United States (including 
but not limited to the establishment of priorities by age group, physical condi- 
tion, and geographical location) with a view to insuring the most effective and 
equitable use of Salk vaccine, and (2) to make such reports to the Congress as 
it may deem necessary, including recommendations for further legislation deemed 
by it to be desirable to implement the policies of this Act. Any such report may 
recommend the enactment of legislation by the Congress to maintain reasonable 
prices of Salk vaccine whenever it shall determine that the price of such vaccine 
or substantial amounts thereof has become unreasonably high. 

Sec. 4. (a) The Commission shall have its principal office in the District of 
Columbia, but it may hold meetings at such other places in the United States as 
it may deem necessary. 

(b) The Commission shall have power to appoint and fix the compensation 
of such personnel as it deems advisable, without regard to the provisions of the 
civil-service laws and the Classification Act of 1949, as amended. 

(c) The Surgeon General of the Public Health Service shall serve on the 
Commission without compensation in addition to that received for his service 
as Surgeon General of the Public Health Service, but he shall be reimbursed for 
travel, subsistence, and other necessary expenses incurred by him in the per- 
formance of the duties vested in the Commission. 

(d) The members of the Commission from private life shall each receive $50 
per diem when engaged in the actual performance of duties vested in the Com- 
mission, plus reimbursement for travel, subsistence, and other necessary expenses 
incurred by them in the performance of such duties. 

Sec. 5. The functions exercised under this Act by the Commission shall be 
excluded from the operation of the Administrative Procedure Act, but the Com- 
mission shall provide for the greatest practicable distribution and publication 
of its rules and regulations. 

Sec. 6. Nothing contained in this Act shall be construed to limit or supersede 
the applicability of the Federal Food, Drug, and Cosmetic Act, as amended, or 
any rule or regulation promulgated thereunder. 

Sec. 7. There are hereby authorized to be appropriated, out of any money in 
the Treasury not otherwise appropriated, such sums as may be necessary to carry 
out the provisions of this Act. 

Sec. 8. Any person who willfully performs any act prohibited, or willfully 
fails to perform any act required, by any rule or regulation promulgated under 
the authority of this Act shall, upon conviction, be fined $5,000. 

Sec. 9. The Commission, and all authority conferred under this Act, shall 
terminate at such time as the Commission shall report to the President and the 
Congress that there is sufficient Salk vaccine to make unnecessary further controls 
under this Act. 





{S. 1781, 84th Cong., 1st sess.] 


A BILL Authorizing the Secretary of Health, Education, and Welfare to acquire, distribute, 
and administer Salk infantile paralysis vaccine 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That the Secretary of Health, Education, and 
Welfare (hereafter referred to as the “Secretary”), acting through the United 
States Public Health Service, is authorized to acquire by purchase such supplies 
of Salk infantile paralysis vaccine as the Secretary may deem necessary and 
as may be available, and to use such vaccine to make available to all citizens 
the United States, without cost to them, immunization against infantile paralysis. 

Sec. 2. For the purpose of carrying out the provisions of this Act, the Secretary 
is authorized— 

(1) to utilize, on a reimbursable basis or otherwise, the services, facilities, 
and personnel of all departments and agencies of the Federal Government; 

(2) to enter into agreements for the utilization, on a reimbursable basis 
or otherwise, of the services, facilities, and personnel of State and local 
health departments and other State and local agencies : and 

(3) to contract for, and accept donations of, the services of private 
physicians. 

Sec. 3. The Secretary shall promulgate such regulations as may be necessary 
to insure that in carrying out this Act, infantile paralysis vaccine will first be 
made available to persons in those age groups most susceptible to infantile 
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paralysis, and that it will be made available to persons in all geographical areas 
ona fair and equitable basis and without unjust discrimination. 

Sec. 4. There are hereby authorized to be appropriated such sums as may be 
necessary to carry out the provisions of this Act. 





[S. 1925, 84th Cong., 1st sess. ] 


A BILL To authorize and empower the President to provide for prompt, fair, and effective 
distribution and use of poliomyelitis vaccine for the purpose of preventing abuses and 
safeguarding the public interest, and for other purposes 


Be it enacted by the Senate and House of Representatives of the United 
States of America in Congress assembled, That the President is hereby author- 
ized, whenever he shall determine that such action is in the public interest, to 
provide for the allocation of poliomyelitis vaccine within the United States, 
its Territories, and possessions, upon such conditions and to such extent as he 
may deem necessary to insure the maximum availability and most equitable 
distribution and use thereof. In the exercise of the powers conferred by this 
Act, the President may establish classifications and priorities as to the use and 
distribution of such vaccine, including priorities by age group, physical condi- 
tion, and geographical area, and may require the maintenance of such records 
by persons producing, dealing in, dispensing, or otherwise using such vaccine 


as he may deem necessary and appropriate, and may provide that such vaccine 
shall be sold at reasonable prices. 

Sec. 2. The President is further authorized to provide for the purchase of 
such supplies of poliomyelitis vaccine as he may deem necessary to insure the 
maximum availability and most equitable distribution and use thereof, and to 


make such supplies available without cost for immunization purposes to the 
extent to which he deems it to be in the public interest. 

Sec. 3. The President may delegate any power or authority conferred upon 
him by this Act to any officer or agency of the Government, including any new 
agency or agencies (and the President is hereby authorized to create such new 
agencies as he deems necessary), and he may authorize such redelegations by 


that officer.or agency as the President may deem appropriate: except that noth- 
ing contained herein shall be construed to authorize a delegation of the 
power herein vested in the President to determine whether or not the powers 


conferred by section 1 or 2 of this act shall be exercised 

Sec. 4 The President may make such rules, regulations, and orders as he 
deems necessary or appropriate to carry out the provisions of this act. Any 
regulation or order under this act may be established in such form and manner, 
may contain such classifications and differentiations, and may provide for such 
adjustments and reasonable exceptions as in the judgment of the President are 
necessary or proper to effectuate the purpose of this act, or to prevent circum- 
vention or evasion, or to facilitate enforcement of this act or any rule, reguiation, 
or order issued thereunder. 

Sec. 5. The functions exercised under this act shall be excluded from the 
operation of the Administrative Procedure Act, except as to the requirements 
of section 3 thereof. 

Sec. 6. Any person who willfully performs any act prohibited. or willfully 
fails to perform any act required by any rule, regulation, or order promulgated 
under the authority of this Act shall, upon conviction, be fined not to exceed 
$10,000 or imprisoned for not more than one year, or both. 

Sec. 7. There are hereby authorized to be appropriated such sums as may 
be necessary to carry out the purposes of this Act. 

Sec. 8. This Act, and all authority conferred thereunder, shall terminate one 
year after the date of its enactment. 

Sec. 9 The President shall submit a report to the Congress one month after 
the effective date of this Act and each sixty days thereafter covering the extent 
to which he has exercised the authority conferred by this Act and including 
information setting forth the extent to which the purposes of his Act have been 
achieved. 
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[S. 1976, 84th Cong., Ist sess. ] 


A BILL To authorize the payment by the Government of medical expenses of persons 
contracting poliomyelitis subsequent to receiving vaccinations for the prevention of that 
disease 


Be it enacted by the Senate and House of Representatives of the United 
States of America in Congress assembled, That the Secretary of Health, Educa- 
tion, and Welfare is authorized and directed, upon application therefor and 
under such regulations as he may prescribe, to reimburse or otherwise com 
pensate any individual who contracts poliomyelitis subsequent to April 12, 1955, 
and after receiving one or more injections of Salk poliomyelitis vaccine, for all 
medical and hospital expenses incurred by such individual as a result of the 
contraction of that disease. Such expenses shall include the cost of wheel 
chairs, trusses, and similar appliances, and therapeutic services and treatment. 

Sec. 2. There are hereby authorized to be appropriated such sums as may be 
necessary to carry out the purposes of this Act. 





DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE, 


Washington, May 23, 1955, 
Hon. Lister HILL, 


Chairman, Committee on Labor and Public Welfare, 
United States Senate, Washington, D.C. 

DEAR Mr. CHAIRMAN: This is in response to your recent requests for reports 
on Senate Joint Resolution 6S, Senate Joint Resolution 70, S. 1691, 8. 1781, and 
S. 1925, bills relating to the distribution and use of poliomyelitis vaccine. 

In our report to the President of May 16, 1955, and in testimony before your 
committee the same day, we outlined the essential facts underlying the problems 
we now face regarding the most effective and equitable distribution and use of 
this vaccine while in short supply. 

It is our firm belief that the voluntary program set forth in our May 16 report, 
implemented by the legislation proposed in S. 1984 and S. 1989 for grants to 
States for purchase of the vaccine to help them assure that during the shortage 
no child goes without the benefit of vaccination because of inability to pay, would 
best accomplish the most effective and equitable distribution and use of the 
available supply. 

All of the instant bills except S. 1781 approach the problem by the route of 
mandatory Federal regulations governing the distribution and use of the vac- 
cine. This method of Federal control of articles in short supply is familiar to 
all of us as a result of its extensive use during World War II. We would not 
hesitate to recommend powers even as extreme as these to meet this peacetime 
Situation if we believed them necessary to accomplish the objective of effective 
and equitable distribution of the Salk vaccine. But we are convinced that such 
extreme exercise of Federal, power is neither the only way nor the best way 
to attain this objective. 

The highly successful experience of the National Foundation for Infantile 
-aralysis in enlisting the cooperation of producers, State and local officials, 
physicians, and others, the various factors set forth in our May 16 report and 
testimony which show how the situation readily lends itself to the smooth oper- 
ation of a cooperative program, and the confidence we have in achieving the 
cooperation of all the organizations, agencies, and individuals principally 
involved, combine to assure the success of the voluntary program we have recom- 
mended, and to obviate the need for any compulsory control program. 

A compulsory control program would be far less likely to achieve our objective 
of prompt and effective distribution of the vaccine during the period of short 
supply than would the voluntary program we recommend. However broad the 
discretion given to the administering Federal agency, the very extremity of the 
power, with its criminal sanctions and its premise of complete Federal assump- 
tion of responsibility, requires for its exercise so much administrative machinery 
and so many procedural safeguards, as to render this approach unduly cumber- 
some and provocative of delay, both in the development and in the operation 
of the program. 

For similar reasons, we do not believe that mandatory controls over prices 
as proposed in Senate Joint Resolution 68, Senate Joint Resolution 70, and 
S. 1925 are necessary or desirable. We think that there is no substantial pos- 
sibility of excessive prices—either of the vaccine or of the professional services 
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furnished in the vaccination process in view of past experience with other short- 
age drugs, the existing competition among manufacturers, the fears that would 
attend the use of any black-market vaccine, and the necessary involvement of 
a physician in any transaction. Furthermore, price controls in the instant situa- 
tion would be particularly undesirable because of the probable necessity, for 
policing purposes, of controlling also the price of the professional services fur- 
nished in connection with the use of the vaccine. 

Two of the bills, S. 1781 and S. 1925, provide for Federal purchase of supplies 
of poliomyelitis vaccine. While the Federal purchase method of attaining the 
objective of control of the distribution and use would represent the less extreme 
of the two approaches and could be more readily administered, it, too, involves 
a degree and kind of Federal control and assumption of responsibility which we 
do not believe is appropriate in view of the availability of effective measures 
based on voluntary cooperation. 

Insofar as making free vaccine available to all is concerned, the cost of the 
vaccine or of vaccination is by no means beyond the reach of most of the families 
of the country with children. For those who cannot afford the cost, the grant- 
in-aid program proposed in 8S. 1984 and S. 1989 recognizes that primary respon- 
sibility for their vaccination lies with the States and local communities rather 
than the Federal Government, and is designed to bring forth maximum effort 
and acceptance of responsibility on the part of State and local groups. 

With respect to the standby approach proposed in S. 1925, we would make the 
following points: 

(1) Most of the arguments as to the undesirability and lack of feasibility of 
compulsory controls would be applicable to the exercise of a standby power. 

(2) We are convinced that such controls are unnecessary and that the volun- 
tary plan presented in the report to the President is the best possible method of 
achieving fair and rapid distribution. 

(3 Standby powers might threaten the successful operation of a voluntary 
program, in that (a) the anticipation of a possible substitution of different and 
compulsory controls would tend to weaken efforts to make the voluntary program 
operate successfully; and (0b) the existence of standby legislation offers a false 
and misleading promise of an alternative cure-all which would also tend to weaken 
the voluntary program and lessen its chance for full effectiveness. 

(4) It should be fully recognized in the congressional consideration of the bill 
that powers such as those in S. 1925 would be a very extreme exercise of the 
interstate commerce power and that grave doubts could be raised as to constitu- 
tionality. 

(5) A standby power to impose compulsory controls backed by criminal penal- 
ties must be based on some legislative criteria as to its exercise. 

On the basis of these considerations, we do not recommend the enactment of 
standby legislation. However, if the Congress should desire to enact such legis- 
lation, we believe that it should be confined to the power to purchase and dis- 
tribute vaccine (sec. 2 of S. 1925), supplemented by a power to requisition, but 
without criminal penalties (which would be unnecessary). Under this approach 
the Federai Government could substitute distribution through public health au- 
thorities for distribution in normal drug distribution channels if some extreme 
situation appeared to demand it—but without the special disadvantages of a 
system of compulsory controls over the normal drug distribution flow. 

The bills contain various provisions relating to administration of Federal func- 
tions. Senate Joint Resolution 68 and S. 1781 would make the Secretary of 
Health, Education, and Welfare responsible for the programs authorized by those 
bills—S. 1781 requiring that the Secretary perform these functions through the 
Public Health Service. Senate Joint Resolution 70 would vest all authority in 
the Surgeon General of the Public Health Service. S. 1691 would establish a 
new independent agency called the Commission to Control Infantile Paralysis, 
composed of the Surgeon General of the Public Health Service and four persons 
appointed by the Secretary of Health, Education, and Welfare—1 to be a State 
health officer, 1 to be representative of the vaccine manufacturers, 1 to be repre- 
sentative of the National Foundation for Infantile Paralysis, and 1 to be Dr. Salk 
or, if he is unable to serve, a specialist in poliomyelitis. S. 1925 would vest all 
authority in the President with power in the President to delegate his authority 
(other than the authority to invoke the standby powers) to such new or existing 
Federal officers and agencies as he chooses. 

We believe that the Department of Health, Education, and Welfare is the appro- 
priate Federal agency to administer any and all Federal functions having to do 
with the distribution and use of the poliomyelitis vaccine, and that the Secretary 
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should be given authority to utilize any one or more constituent units or bureaus 
of the Department in the administration of the law. Within the Public Health 
Service, the Children’s Bureau, the Food and Drug Administration, the Office 
of Education, and other units of this Department are fortunately combined all 
the skills and experience, and the relationships with State and local governments 
and with the industries concerned, which are essential to the successful perform- 
ance of any such functions. Certainly, the timing factors in the situation do not 
permit of the delays inevitably entailed in the establishment of any new Federal 
agency for this purpose. 

The bills contain varying provisions as to the duration of the program. 8. 1781 
has no termination date; Senate Joint Resolution 68, Senate Joint Resolution 70, 
and S. 1691 would provide for termination of the powers conferred whenever 
recommended by the administering Federal agency (but not later than May 31, 
1956, under Senate Joint Resolution 70) ; S. 1925 has a fixed duration of 1 year 
following the bill’s enactment. We believe that any controls over the distribu- 
tion of the vaccine, and limitations on its use to the age groups most susceptible 
to the disease, should be limited to the period during which the vaccine is in 
short supply. 

The above views are directed toward those features of the bill which we con- 
sider of most importance. Should the committee decide to report favorably on 
compulsory control legislation, we believe that consideration should be given to 
the inclusion of certain additional provisions which would be advantageous in 
the administration and enforcement of such legislation. Also, the bills contain 
various other provisions upon which we would like an opportunity to comment, 
principally from the standpoint of technical drafting, should the committee decide 
to take favorable action on any of them. 

The Bureau of the Budget advises that it perceives no objection to the submis- 
sion of this report to your committee. 

Sincerely yours, 
ROSWELL B. PERKINS, 
Acting Secretary. 

Chairman Hitt. The committee was advised by General Scheele at 
that time that the Secretary of Health, Education, and Welfare would 
probably have a report ready within a few days, perhaps by the end 
of the week, then that report would go to the President, and the Presi- 
dent in turn would make a report to the American people. 

pret ; . 3 

The committee considered another meeting last week, but were ad- 
vised that the Secretary’s report was not quite ready for the President, 
and the Secretary and her staff were busily engaged in preparing the 
report for the President. 

The report was made this morning, we were advised. Weare happy 
to have the Secretary with us. 


STATEMENT OF OVETA CULP HOBBY, SECRETARY OF HEALTH, 
EDUCATION, AND WELFARE, ACCOMPANIED BY ROSWELL B. 
PERKINS, ASSISTANT SECRETARY; BRADSHAW MINTENER, 
ASSISTANT SECRETARY; DR. LEONARD A. SCHEELE, SURGEON 
GENERAL; DR. CHESTER A. KEEFER, SPECIAL ADVISER FOR 
HEALTH AND MEDICAL AFFAIRS; PARKE M. BANTA; AND WIL- 
LIAM W. GOODRICH, ASSISTANT GENERAL COUNSEL 


Chairman Hiri. We want to ask the Secretary if she will address 
herself to this question that is before the committee as embodied in 
these bills. Some of the bills provide for mandatory control for the 
distribution and use of the Salk vaccine. There are other bills that 
provide for only what we might call standby authority, permissive 
authority or controls. 
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The committee will be glad to have your views on the question of 
the most effective and expeditious way to bring about distribution of 
the Salk vaccine so as to get it to the children who need it most in the 
quickest and most effective way. 

We are concerned with this question of the best possible and most 
equitable distribution of the vaccine. 

Secretary Horny. Thank you very much, Mr. Chairman. 

We began with a common objective. If I may, I should like to take 
the opportunity at this time to make a few opening statements. 

I welcome this opportunity to meet with your committee to discuss 
recent developments and projected plans relating to polio vaccination 
program. 

When I last appeared before your Subcommitee on Health, on April 
13, we devoted some time to this subject. The public announcement 
of the Francis report on the vaccine had just been made. All of us- 
the entire Nation—were thrilled by the news that at last there had been 
forged an effective weapon for combating infantile paralysis. Our 
principal concern was to assure that this new vaccine would be em- 

ployed rapidly and effectively to reduce this year’s toll of poliomyelitis 
er phe. ly 

Since our last meeting there have been many significant develop- 
ments. A report of these developments—and of plans for further 
action—has just been submitted to the President in accordance with 
his re quest. 

We are confident that the measures outlined in this report will 
achieve our common objective—an efficient and equitable method of 
getting safe vaccine to the children who need it most during the period 
of short supply. 

The very way in which the program was developed will contribute 
to its suecess. It represents not only the best ideas, but also the whole- 
hearted cooperation, of leaders in medicine and public health, research, 
and epidemiology, the pharmaceutical industry, the governors of the 
States, and consumer groups. This is not simply a Federal program. 
It is a national program representing the combined efforts of those 
people whose cooperation is essential to the attainment of our ob- 
jective. 

Since copies of the complete report have been provided to all mem- 
bers of your committee, Mr. Chairman, I shall not undertake a detailed 

review of its contents at this time. I would like, however, to direct 
your committee's attention to the principles, the rec ommendations, and 
the conclusions set forth in the report. 

The principles that guided us in our study of the situation, and in 
our actions to date, are— 

1. Safety of the vaccine must be the paramount consideration; and 
the questions relating to the safety in quantity production must be 
determined by the best scientific advice, uninfluenced by 
factors. 

The vaccine must be distributed on an equitable basis among the 
States and among individuals within the States. 

Children should be able to receive the vaccine regardless of the 
bility of their parents to pay. 

4. Any distribution system adopted must be as practical, fast, and 
effective as is possible while still meeting the foregoing principles. 


t 


any other 
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On the basis of these principles, we have developed 11 specific recom 
mendations for meeting the problem of distribution. 

In making these recommendations, we emphasize that the safety of 
the vaccine must always be the first consideration. Distribution must 
bé secondary to safety. The safety of the vaccine released for use will 
continue to be the responsibility of the Public Health Service under 
the biologics-control provisions of the-Public Health Service Act, and 
is receiving the constant and diligent attention of the Public Health 
Service. 

Mr. Chairman, may I interrupt my recommendations to say that in 
the past 2 weeks we have had a unique experience. It has never been 
my good fortune to be associated with a group of people as devoted, 
as dedicated to the public interest and the public safety as the Surgeon 
General of the Public Health Service and his staff are devoted and 
dedicated. 

Recommendation No. 1: Resources of the Public Health Service: 

That, with safety the paramount consideration, the Public Health 
Service must have every facility, including necessary additional funds 
and personnel, to insure maximum precautions in continued testing of 
the vaccine for safety and potency. 

Recommendation No. 2: National Foundation for Infantile Paraly- 
sis free immunization program: 

That all current distribution be directed toward fulfillment, at the 
earliest possible date, of the NF IP contracts and the free immunization 
program for first and second graders. 

Recommendation No. 3: Priorities: 

That, in accordance with the recommendations of the National Ad- 
visory Committee on Poliomyelitis Vaccine, the vaccine should be ad- 
ministered for the time being only to children of the most susceptible 
age group, 5 to 9, inclusive. 

Further priorities should be announced from time to time on the 
basis of recommendations of the National Advisory Committee. 

Recommendation No. 4: Departmental responsibility: 

That the Secretary of Health, Education, and Welfare direct on a 
national level the division among the States of the entire output of 
Salk vaccine, as pledged by the manufacturers. 

Recommendation No, 5: Plan of allocation among the States: 

That the supplies of vaccine be allocated to each State on the basis 
of its population of children within the 5 through 9 age group until 
all children of that are group have been vaccinated. The Secretary 
will receive continuing reports from the manufacturers as to their total 
output and deliveries, and will keep the individual manufacturers 
advised of the quantities of vaccine they should ship to each State to 
assure full allocation. 

Recommendation No. 6: State responsibility: 

That each State, through an appropriate single agency to be desig- 
nated by the Governor of the State, direct the distribution of the vac- 
cine within the State. The State agency should advise the Secretary 
of Health, Education. and Welfare on the desired shipment of the 
State’s allocation—for example, that portion which should be dis- 
tributed through normal drug distribution channels and that portion 
which should be shipped to public agencies. 

Recommendation No. 7: Rasunconaeit of Food, Drug, and Cosmetic 
Act and State laws: 
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That, in order to give special attention to vigorous enforcement of 
those portions of the food and drug law prohibiting sales of the vac- 
cine outside authorized channels for prescription drugs, additional 
funds be requested for Food and Drug Administration of the Depart- 
ment of Health, Education, and Welfare. It is further recommended 


that State and local officials give special emphasis to the enforcement — 


of applicable State laws relating to prescription drugs. 

Recommendation No. 8: Adherence to priority plan by physicians, 
Recordkeeping : 

That, with the cooperation of the medical profession pledged to in- 
sure the success of a voluntary control plan, medical organizations take 
all appropriate steps to assure that— 

(a) Physicians will administer vaccinations only to, and issue pre- 
scriptions ‘only for, children within the priority age groups; 

(6) Physicians will, in accordance with the recommendations of 
the National Advisory Committee on Poliomyelitis Vaccine, keep a 
record of the name of each child receiving a vaccination, the age of the 
child, date of vaccination, site of vaccination (place on body), name 
of the manufacturer of the vaccine used and the lot number. 

Recommendation No. 9: Recordkeeping by distributors: 

That manufacturers, pharmaceutical organizations, wholesale and 
retail drug organizations, and States and other public agencies whose 
cooperation to make a voluntary control plan work has also been 
pledged, take necessary steps to assure that every distributor of the 

vaccine keep a record of the name of manufacturer, the lot number, and 
the customer receiving the vaccine he handles. 

Recommendation No, 10: Federal funds for grants to States: 

That legislation which has been prepared by this Department be 
submitted to the C ongress—Mr. Chairman, I interrupt my remarks to 
say that such a bill has been transmitted to the President of the 

Senate—to make Federal funds available to the States for the pur- 
chase of vaccine (or in lieu of funds, the vaccine itself). These funds 
must be sufficient to pay the cost of vaccine for children through age 
19 in low-income families. The funds would be used after the NFIP 
free- immunization program has been completed and until December 

31, 1956. These funds would be paid to States upon assurance by the 
State that no child within the priority age groups would be denied 
vaccinations by reason of the cost. 

Recommendation No. 11: International supply : 

That you designate a special committee to further study methods 
for assisting other nations of the world. 

In conclusion, we are convinced that the most effective and equitable 
distribution of the vaccine will be accomplished through the volun- 
tary cooperation of all concerned, within the framew ork of existing 
law, for the following reasons: 

First, there are only six manufacturers, each of whom has agreed 
to dedicate his total output in accordance with an overall plan of 
division among States developed by the Department of Health, Edu- 
cation, and Welfare. Since April 21 the manufacturers have shipped 
no vaccine in normal drug distribution channels. 

Second, the Governors of the States and the State health officers 
can guide the intrastate allocation of the vaccine. 
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Third, a well-regulated and established channel of distribution 
already exists, into which the vaccine not purchased for public agen- 
cies may flow. All vaccine in commercial channels is subject to a body 
of food and drug laws, built up over many years, relating to prescrip- 
tion drugs. 

Fourth, the problems of fair allocation are minimized by the facts 
that (a) the priority consumers of the vaccine at any given time are 
a clearly and easily identifiable group—children within a specified 
age bracket, and (6) within the priority consumer group, there is no 
demand for more vaccine per individual than that needed for the 
single series of vaccinations. 

Fifth, only a voluntary plan utilizing existing organizational ma- 
chinery can be mobilized quickly enough to be effective during a brief 
period of shortage. 

Sixth, all groups involved in the distribution flow, including the 
organized medical profession, have pledged their full cooperation in 
making : a vountary control plan effective. 

This voluntar y control program, supplemented by existing law re- 
lating to drug distribution, provides an immediately available system 
of distribution, Under this program, the vaccine will be distr ibuted 
equitably and administered in accordance with scientifically estab- 
lished age priorities. It will get the vaccine to the children who need 
it most with the greatest speed, fairness, and effectiveness. 

Mr. Chairman, those are the principles which guided the report we 
submitted to the President, the recommendations and the conclusions. 

If the chairman or any members of the committee have had an 
opportunity to read the report—which I dare say you have not—if 
you have any questions, we would be delighted to try to answer them. 

Chairman Hm. Mrs. Hobby, let me ask this question, if I may, in 
connection with recommendation No. 2. Is all Salk vaccine going 
directly into the hands of the national foundation ? 

Secretary Hoppy. Yes, sir. 

Chairman Hitz. How long will this be true? 

Secretary Horsy. Mr. C hairman, I think that is probably the most 
difficult question we have to answer. I will pick up on one point of it 
and ask Dr. Keefer and Dr. Scheele to pick up on the other. 

The Cutter incident upset the foundation timetable considerably. 
And after the Cutter product was removed from the market, the other 
manufacturers who were near completion of their contracts with 
NFIP then redirected their products to NFIP. 

Dr. Keefer, would you like to comment upon or add to or supple- 
ment this and give the chairman some estimate on when NFIP con- 
tracts could be fulfilled ? 

Dr. Krrerrer. As Mrs. Hobby stated, the NFIP program for dis- 
tribution was considerably dislocated following the Cutter incident. 
We have been informed that the foundation now holds options under 
which other manufacturers will provide sufficient quantities of the 
vaccine to take care of the foundation’s program. The exact time of 
that will of course depend upon the ability of the manufacturers to 
meet the requirements that have been set up by the Laboratory of 
Biologics Control of the National Institutes of Health, and also when 
they may be able to meet their estimated production. 

Chairman Hix. Doctor, you speak of the foundation’s program. 
You might tell us just exactly what that program is, what it will take 
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to meet that program, how much shortage there will be after that 
program is met, what the plans are for meeting that shortage in the 
future, and what the prospects are. . 

Dr. Keerer. Well, sir, the National Foundation for Infantile Pa- 
ralysis agreed to vaccinate all first- and second-grade children in the 
United States, and also the children in the third grade who took part 
in the program in 1954; that is to say, the children who received 
placebo or dummy shots, that solution that contained no vaccine, and 
also a group of children who cooperated in the program by being ob- 
served, but who received no injection of any kind. 

Chairman Hitt. How much vaccine does this program of the 
foundation require / 

Dr. Kerrer. That will require, sir, 18 million cubic centimeters of 
Salk vaccine. It requires 2 cubic centimeters of vaccine (c. c.) given 
at intervals of 5 to 5 weeks apart to immunize a single child. 

Now, in addition to the 2 injections that have “been recommended 
be given 3 to 5 weeks apart, it is recommended that a booster shot be 
given 7 months after the first injection in order to increase further 
the stimulation of antibodies, or those substances in the blood that 
tend to protect children against infection by poliomyelitis. 

Chairman Hitt. Of this 18 million you speak of, how many mil- 
lons do they have today’ In other words, I am trying to find out 
what the shortage is, how long we may expect the shortage to con- 
tinue, and nature of the shortage. 

Dr. Kerrer. Up to the present time, sir, the manufacturers have 
shipped to the national foundation 7,361,690 cubic centimeters of vac- 
cine, so that they will need to produce and distribute, in order to com- 
plete this program, approximately 11 million cubic centimeters of 
vaccine, 

Now, according to the best estimates that we had—and I would 
like to underscore “estimates,” because since this is a biological prod- 
uct and it requires 90 days to complete the production of any batch of 
vaccine—it may be another 60 to 90 days before the contract for the 
national foundation can be completed. 

Chairman Hun. Is it your understanding that until they do get the 
18 million cubic centimeters the foundation will get all the manu- 
factured vaccine / 

Dr. Keerer. That is my understanding; yes, sir. 

Chairman Hint. Then it may be from 60 to 90 days before they get 
the 18 million for which they have a contract / 

Dr. Keerer. Yes, sir. 

Chairman Hitt. And to properly immunize all those who should 
have immunization, how many cubic centimeters would it take / 

Secretary Hospy. Of which age group ‘ 

Chairman Hitz. I am speaking of all age groups that need it. Of 
course, I realize that there are priorities among the age groups. But 
what I want to know is, what is the overall shortage now. 

Secretary Hopsy. It is tremendous, Senator; there are about 55 
million children in the age group 1 to 19; multiplying this by 3 gives 
165 million cubic centimeters. 

Chairman Hitt. In other words, that is 165 million cubic centimeters 
and it will be between 60 and 90 days before we will have the 18 million 
cubic centimeters ¢ 
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Secretary Hospy. That figure, I might add, that I have just given 
does not include expectant mothers. 

Chairman Hitz. How many would they add up to / 

Secretary Hossy. There are about 3 million at any one time. So 
when you add e xpectant mothers to the child population, age 1 to 19, 
you get the maximum of 59 million people. 

Chairman Hitz. 59 million people. 

And how many million cubic centimeters for the 59 million people 

Secretary Hossy. Times three, which is the total immunization. 

Chairman Hitz. Nearly 180 million / 

Secretary Honsy. 177 million. 

Chairman Hin. In other words, if you want to immunize all the 
children and expectant mothers that should be immunized, you would 
need 177 million cubic centimeters, and it would be between 60 and 
90 days before you have even the 18 million cubic centimeters; is that 
correct ¢ 

Secretary Hosry. Mr. Chairman, I would like Dr. Scheele to give 
you a little background, just the production schedule in the last 2 
weeks as it has been developed since the Workman team has been out. 

Chairman Hint. All right, Doctor. 

Dr. Scores. Mr. Chairman and members of the committee; we 
have moved out in this program from laboratory production into an 
effort to produce for not only the people vou have been talking about 
but for individuals 20 years of age and above, as well, because polio 
also strikes people in the age range 20 to 45. 

This is not a simple vaccine to make, it is one that requires extraor 
dinary safety precautions along the way. And the manufacturers have 
been building in safeguards and improved testing techniques as we 
have learned how to do them. 

I might also indicate that there was another setback, if you want 
to call it that, to the supply that came last winter. The vaccine as made 
for the field trial was found to lose potency in storage because of the 
use of a particular preservative. This is one reason why there was 
less vaccine on April 12 then one would have like to have. 

But this technical problem was overcome. Hach of these technical 
problems, however, causes a time loss, and all of them put together 
account for the fact that we are not moving as rapidly as we would 
like to. 

But the one thing that is paramount in our minds in the Public 
Health Service is that all vaccine be safe. Our prenie m is not a prob 
lem of speedup in making unsafe vaccine, but instead is a problem of 
getting as many immunizations done with as good material as we can. 

I think we should face the fact that it is unlikely that we will really 
be able to go into the very large-scale immunization program that we 
vould like to have until late next fall and winter. By that time the 
vaccine supply should be quite plentiful. But it is just not going to 
be plentiful enough to have a large number of children immunized 
before we get into the heavy peak polio season. 

Chairman Hitnt. When will you get into the heavy peak polio sea- 
son this year / 

Dr. Scneerr. Well, normally it comes from mid-August to mid- 
September; it comes a few weeks earlier in some parts of the country, 
the warmer areas, than it does in the North. 
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We should also point out that it is not possible at this time to estimate 
production, and it won't be possible to get another recheck on produc- 
tion until our teams have finished visiting the various plants that are 
producing vaccine. 

This means we can’t do another check on this that will be meaning- 
ful, certainly, until probably next week. 

And then we would point out that all of these are estimates. One 
can produce vaccine, but then one has to make up his mind that the 
particular vaccine produced is the vaccine that one wants to use. So 
until one has a clearance of a lot of vaccine, so to speak, it isn’t vaccine, 
it is just some material that might be vaccine for use. 

Chairman Hin.. So you are not in a position today to give us any 
figures as to how much vaccine you think you might have on hand 
prior to the time we really get into what you call the heavy polio 
season ¢ 

Dr. Scurete. No. sir: we won't be able to do it this week. 

Senator Benper. Mr. Chairman, may I inject something here / 

Does Dr. Scheele know of anyone else who could give the chairman 
an answer to that question 4 

Dr. Scrrete. No, there isn’t anyone that can give it. The manu- 
facturers will have to refigure their own ability to produce the vaccine 
under the standards. And it isn’t possible to go through them all 
until we have visited with them all and worked with them. 

Chairman Hitt. We have a tremendous shortage, then, do we not 7 

Dr. ScHreLe. Yes, we do have. 

Chairman Hint. And that means a tremendous pressure for the sup- 
ply we do have / 

Dr. Scureir. Well, the pressure is for the vaccine for the first- and 
second-grade children, for the foundation’s program. 

Chairman Hitz. It is not only for the first- and second-grade chil- 
dren, but for all children. 

Dr. ScuEeee. Yes, it is. 

Chairman Hinz. For all children, and for all expectant mothers, 
too? 

Dr. Scurete. Yes, sir. 

Chairman Hii. Mrs. Hobby, in recommendation No. 3, you speak 
of the recommendations of the National Advisory Committee on 
Poliomyelitis Vaccine. Have those recommendations been made 
public ¢ 

Secretary Hospy. Yes, sir; in the appendixes to the report. 

Chairman Hii. Now, in that recommendation you state the vaccine 
should be administered for the time being only to children of the 
most susceptible age group, 5 to 9 inclusive. How do you propose 
to make sure that your recommendation is carried out, that those 
within that particular age group get the vaccine first 

Secretary Hopny. Dr. Keefer, who is Chairman of the National 
Advisory Committee, can best answer that. 

Chairman Hiren. Yoctor, will you proceed. 

Dr. Kererer. Mr. Chairman and members of the committee, it is 
generally agreed by all who have thought about this problem that the 
most suse eptible age group in the country involves children between 
the ages of 5 and 9 inclusive. This age group also comprises the num- 
ber of children who are being vaccinated by the national foundation. 
It also includes the children who were immunized last year. 
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It is the highest priority group because it is the one group in which 
we have evidence, good evidence, that the vaccine is etlective. 

The medical profession, through their local and State societies, and 
the State health officers, with their advisory committees, have made 
strong recommendations that this is the first priority group, and they 
have also given assurances that they will follow this recommendation 
as mi ade by the National Advisory Committee. 

Chairman Hint. You say they have give n their assurances that they 
will follow it. Whom do you mean by “they,” Doctor / 

Dr. Krerer. The advisory committees working with the State 
health officers and the local medical societies. 

Chairman Hitt. Do those doctors or those who gave you that as- 
surance have any way to see that it is carried out / 

Dr. Keerer. Well, I think we have to accept the good will and the 
faith of the medical profession to carry out a program such as this, 
when material is in short supply, and give it to the children in the 
highest priority age groups. 

Chairman Hitt. But you not only have doctors involved, do you 
not? You also have the distributors, the local druggists, as well as 
others; isn’t that true / 

Dr. Kerrer. That is true, sir. 

But this is a prescription item. And the vaccine cannot be obtained 
for use in a patient until a doctor writes a prescription for it. 

Chairman Hiri. Well, under the recommendations is it planned to 
allot to each State so much of the vaccine / 

Dr. Krerrer. Yes, sir. 

Chairman Hiri. What assurances do you have from the different 
states that the vaccine will be distributed, as you are recommending 
here ¢ 

Dr. Keerrer. The States, from the State health officers, sir. 

Chairman Him. You have written statements from them ? 

Dr. Krrrer. We do not have any written statements at the moment 
from them; no, sir. But we have had verbal assurances from repre- 
sentatives of the States and Territorial health officers . at they will 
be willing to abide by priorities that are set up by the National Ad- 
visory Committee. 

Chairman Hu. Then the question comes up, what authority do 
they have to make sure that these recommendations are carried out. 

Secretary Hopsy. Mr. Chairman, may I at this time read something 
that I believe would be of assistance to the committee. I think it would 
have been on page 19 of your copies of the report to the P1 reside nt. 
There is a heading “Consultation With States.” And underneath that 
it says: 





A telegram was addressed to the governors of all States and Territories on 
April 26, 1955, requesting each of them to name an individual or State agency 
to serve as primary point of contact in connection with the activities on allo- 
cation. This action was taken in anticipation of the need for an organized sys- 
tem for the re of vaccine which was to be the subject of the aforemen- 
tioned meeting of the National Advisory Committee on Poliomyelitis Vaccine. 

At the afternoon meeting of the governors’ conference on May 3, an up-to- 
the-minute résumé of the Salk vaccine situation was presented oy the Secretary. 
There was a discussion of the current supply situation (based on May 8 tele- 
phonie reports by the manufacturers), and the problems of equitable distribu- 
tion of the vaccine, including the areas of Federal and State responsibility. 
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Following the meeting with the governors, an Advisory Committee on Salk 
Vaccine was named as follows: 

Gov. Frank J. Clement (Tennessee), Chairman 

Gov. J. Caleb Boggs (Delaware) 

Gov. Theodore R. McKeldin (Maryland) 

Gov. Robert B. Meyner (New Jersey) ' 

This Committee is to work closely with the Secretary of Health, Education, and 
Welfare on problems of vaccine distribution, and will serve as liason with the 
governors of all the States. 

A wire to all governors was sent out by the Council of State Governments the 
evening of May 4 asking these questions : 

1. Do you think that the Department of Health, Education, and Welfare 
should assume responsibility for equitable allocation of available poliomyelitis 
vaccine among the States on the basis of child population within the critical age 
groups and other relevant factors? 

2. What agency or department in your State will cooperate with the Depart- 
ment of Health, Education, and Welfare in advising it as to how to have the 
State’s allocation of vaccine shipped within the State? That is, how much should 
go into normal commercial channels, and how much in other channels such as 
tax-supported agencies? 

(Nore.—This was in effect a followup of the earlier telegram of April 26.) 

As of May 12 replies to the telegram of May 4, mentioned above, had been 
received from 51 governors, of whom 43 replied that they believed the Depart- 
ment should assume responsibility for allocation among States of vaccine sup- 
plies. Nine of these answers were qualified in some way. In general, the quali- 
fications were that the Department act with the advice of the National Advisory 
Committee on Poliomyelitis Vaccine or some other group, or that allocation by 
the Department was advisable only if there is no other way to insure equitable 
distribution. Six governors indicated that they did not think the Department 
should assume such responsibility, and two nade no commitment on the question. 

Forty-nine governors said that the State health officer or State health depart- 
ment would be the effective agent to work with the Department, six of them 
in cooperation with a State advisory group. in one State the State advisory 
committee would be the cooperating agency. One governor did not answer this 
question. There are now State advisory committees dealing with Salk vaccine 
in 29 States. 

On May 9, three members of the Governors’ Advisory Committee on Salk 
Vaccine met with the Secretary and other senior officials of the Department of 
Health, Education, and Welfare. At this meeting, the broad outlines of the 
recommendations to be included later in this report were discussed; and the 
committee agreed to poll the governors of all the States with respect to certain 
questions. 

I think, sir, though it took a little while, that that might be useful 
to the committee in knowing what kind of negotiations have been 
carried on with the governors and with the State and the Territorial 
health officers. 

Chairman Hix. I notice, Mrs. Hobby, you speak of negotiations 
with the governors. The question that presents itself to this com- 
mittee is whether or not the governors have the power, whether or not 
the State health departments have the power, and whether or not, if 
they do have the power, they will undertake the responsibility of 
making sure that these recommendations are carried out. I am sure 
you will find that the governors and the State health departments are 
all desirous of cooperating with you. But there is a difference in say- 
ing, “We will cooperate with you,” and undertaking the definite, fixed 
responsibility of making sure that your recommendations are carried 
out in detail, 

Senator Benper. Excuse me for injecting something here, Mr. 
Chairman—— 

Senator Smirn. Mr. Chairman, we all have a lot of questions. 1 
suggest that we take the committee in order. 
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Senator Benprer. I am so far down the line, I am afraid [ will never 
vet to ask a question when it is pertinent. 
~ Chairman Hitt. I assure the Senator we will get to him. We will 
stay here until we do. 

Senator Benper. Thank you. 

Chairman Hitt. That was my question, Mrs. Hobby. You say you 
negotiated with them, and I am sure they will cooperate, but the 
question is: Do they have the authority, do they exercise the authority, 
do they have a plan worked out right down the line that will bring 
about and give assurance of the carrying out of these recommendations 
in detail. 

Secretary Horny. Mr. Chairman, there did not seem to be any denial 
on the part of the governors that the governors of the States had 
responsibility intrastate. 

Chairman Hiri. Have you addressed yourself in any specific way, 
in writing, say, to the Governors, and do you have anything in writ 
ing from them, th: it they will do this or do th: it 

Secretary Honpy. The telegram that I just read to you contained 
the two specific questions. And we have the replies to those. 

Chairman Hit.. You state here, as you read it: 

At this meeting, the broad outlines of the recommendations to be ineluded 
later in this report were discussed; and the committee agreed to poll the gover 
nors of all the States with respect to certain questions, The governors present 
at the meeting indicated their general approval of the plans being framed by the 
Department. 

I think you used the right word when you said “negotiations.” But 
I don’t find anything in that that gives you any definite, specific assur 
ance that the States will go forward with the detailed plans and 
develop a system that will insure that all these recommendations be 
carried out, that the proper age groups will get the vaccine, that the 
other groups will wait, and that kind of thing. 

Secretary Honsy. Well, Senator, perhaps I just believed that the 
State health officers and the governors of the States do have a respon- 
sibility here. And as we have told you, 29 of them already have ad 
visory groups. I cannot believe that the governor of any State or 
State health officer of any State would not be mindful of his mca 
tions and responsibilities and be willing to assume them, eager to 
assume them. 

Chairman Hiti. Do you know that there is authority, power, under 
law, to control the vaccine going into commercial use as distinguished 
from that which goes into public ‘-health channels? A governor might 
not have the authority, the power under the law to control it. 

Secretary Hosny. None of them raised the question that they did 
not have, 

Mr. Banta, can you comment on that / 

Mr. Banta. Of course, the Federal law controls the channels in 
which prescription drugs are merchandised; and most of the State 
laws do, to some extent. But prescription drugs, under the Federal 
law, can only be sold, for use or consumption, on prescriptions of 
physicians, and to physici lans in any State. 

Chairman Hiv. That is true, but that question goes only to the 

validity of the prescription and not where the medicine is going to be 
used ; does it not / 
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Mr. Banra. Of course, the name and address of the patient is.also 
contained on the prescription. 

Chairman Hitt. You might have a situation where a doctor has a 
patient who comes in with a child that is not within this age group 
of 5 to9 years, and wants to have the child immunized with the vaccine. 
Until you have worked out a carefully planned system, that doctor is 
under great pressure ; is he not ¢ 

Mr. Banta. Well, he might be under great pressure. However, our 
conversations with the doctors and the State health officers were to 
the effect that they were observing—they were planning to observe all 
priorities as to ages, and they were having little or no difficulty. 

I personally had lunch with one of the doctors to whom I posed 
that question, Senator Hill, and he said: 

Of course, when this is available, I have made it known to my patients that 
the vaccine will be administered in my office to those in the agreed-upon age 
group. 

And, of course, when we talk about whether or not the doctors will 
abide by the recommendations of the National Advisory Committee 
on Infantile Paralysis, I can’t escape the thought that we are almost 
obliged to rely upon this highly et thie al profession when we think in 
terms of the doctors having up to now cooperated with the National 
Foundation for Infantile Pinsive sis to the extent that they have admin- 
istered the vaccine to more than 5 million youngsters w ithout fee in 
the age group that that foundation has provided for, I can't escape the 
notion that they will cooperate with their respective governments, 
local, State, and Federal. 

Chairman Huw. Of course, they received that vaccine under the 
very specific obligation of using it for the immunization of only certain 
children, didn’t “they ? 

Mr. Banva. Well, no more specific than the honorable agreement 
between the physicians and the national foundation. I have no doubt 
but that the foundation has taken no written agreements of any doc- 
tors; they just have the same kind of agreement that the Secretary 
would have, or that the State health officers would have with the 
physici: ins in their respective States. 

Chairman Hiri. When you speak of the doctors, of whom do you 
speak as representing the doctors? 

Mr. Banra. The total medical profession. 

Chairman Hitz. I understand that. But, who speaks for them? 

Mr. Banta. I will have to ask the experts pr esent to say who speaks 
for them, Senator Hill. 

Secretar y Horsey. Mr. Chairman, I think the chairman asked a very 
good question, and one that should have been raised. This report, as 
you know, went to the President this morning. There are many areas 
of implementation that have to be accomplished before we are through. 
I have talked with the members of the American Medical Society, 
and they do believe in a voluntary control plan. 

I have not asked them, A, B, C, what they would do. I intend to 
invite them in here next week for conversations as to how they can 
work with, communicate with, State medical societies and the county 
medical societies in carrying this program out. 

Chairman Hitx. Then, up to date, really, we don’t know just how 
these recommendations will be carried out. We have no detailed plans 
for carrying them out. 
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Secretary Hoppy. I have no plan for pledging or saying to the com 
mittee today, Senator Hill, that the 45 States and medical societies 
would adopt this. 

Chairman Hinz. Ih: on a number of other questions, but I am going 
to let youaska questio n, Senator Smith 

Senator Sairn. Th: ink you, Mr. ¢ ‘hairman., 

Mrs. Hobby, isn’t it true that you constantly place safety as the first 
consideration in this whole picture? In other words, the checking up 
of the vaccine has been the first consideration of your department ‘ 

Secretary Hopsy. Yes, sir. 

Senator Smirnu. Especially since you had the unfortunate expe- 
rience with the Cutter vaccine. 

Secretary Hopsy. Yes, sir. 

Senator Smirn. I also understand that you have asked the Public 
Health Service, which is part of your Department, to take every possi- 
ble precaution, irrespective of any pressure for hasty action; isn’t that 
a fact ? 

Secretary Hoppy. That isa fact. 

Senator Smiru. In other words, safety is more important than 
haste. I think we all agree with that. 

Secretary Hosppy. I do believe we all agree to that, Senator. 

Senator Smiru. That isthe first question I wanted to ask. 

Another question is this: Isn’t it true that the changing circum- 
stances in the technical and scientific problems—over which, of course, 
you have no control—have made it extremely difficult to plan in re- 
spect to distribution. You can’t distribute until you know something 
about your supply, and that is what you are trying to determine now, 
and the rate at which the supply will come to you? 

Secretary Honsy. Well, Senator, not only that, but you can’t dis- 
tribute something you haven't. 

Senator Smiru. Well, I wanted to bring that out. 

Now, I want to congratulate you on this re port. Iam going to sug- 
gest, in line with something you read in the record a little bit ago, 
that starting on page 6 of the report, the section headed “Summary 
Outline of E vents Following Licensing of Production” be incorpo- 

rated in the record, pages 6, 7, and 8. 
(The pages of the report referred to follow :) 


II. SUMMARY OUTLINE OF EVENTS FOLLOWING LICENSING OF PRODUCTION 


The following is a brief summary of events since April 12, 1955, concerning 
the Salk poliomyelitis vaccine and the activities of the Department of Health, 
Education, and Welfare. 

On April 14, the President directed the Secretary of Health, Education, and 
Welfare to survey and report to him on the best means of assuring equitable 
distribution of the vaccine. 

On the same day, a senior member of the Department met with the presidents 
of five producing companies, and the executive vice president of the sixth firm, 
to discuss supply and distribution problems and the proposed meetings on April 
21-22. 

On April 20, a scientific meeting was held at the National Institutes of health 
with technical representatives of the manufacturers to review technical problems 
in manufacturing and testing. 

On April 21, interviews with individual manufacturers brought out essential 
facts about present and estimated future production of the vaccine. (The 


manufacturers have reported that, since this date, they have sold no vaccine in 
commercial channels. ) 
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On April 22, a scientific and technical meeting called by the Secretary was 
attended by 25 groups and organizations representing the health and medical 
professions, the pharmaceutical and drug industries, and other professional 
groups. Among the recommendations that came out of the meeting was the 
establishment of a National Advisory Committee on Poliomyelitis Vaccine to 
serve during the next few months. The. Secretary, on the same day, recom- 
mended to the President and received approval for the appointment of such 
a committee. 

On April 26, a telegram was addressed to the Governors of all States and 
Territories ee their help in distributing the vaccine equitably. 

On April 27, a meeting of some 50 national organizations broadly representative 
of the aabibe: inte rest was held to provide them with current information about 
the availability of the vaccine and to obtain their views on the questions of 
supply and distribution. 

On the same day, the Surgeon General of the Public Health Service, in 
response to reports of six cases of poliomyelitis among children who had been 
vaccinated with material from the Cutter Laboratories of Berkeley, Calif., in- 
structed that manufacturer to withdraw all of its vaccine from distribution. 

On the same day, two scientists were dispatched from the National Institutes 
of Health at Bethesda to Berkeley, Calif., to conduct an on-the-scene study of the 
manufacturing and testing of the Cutter product.’ 

On April 28, the Surgeon General directed the establishment of a poliomyelitis 
surveillance unit within the communicable disease center at Atlanta, Ga., to 
maintain day-by-day information on the occurrence of poliomyelitis. 

On April 29-30, a committee of 11 scientific advisers met with the staff of 
the National Institutes of Health to review the situation with respect to the 
Cutter vaccine, and to recommend specific steps in the investigation of that 
problem. 

On May 2, the National Advisory Committee on Poliomyelitis Vaccine had its 
first meeting under the chairmanship of Dr. Chester S. Keefer, Special Assistant 
to the Secretary for Health and Medical Affairs and Adviser to the President on 
Poliomyelitis. 

On May 3, the Secretary and the Surgeon General presented an up-to-the- 
minute résumé of the poliomyelitis vaccine situation at the governors’ confer- 
ence. On the same day an Advisory Committee of Governors was named to 
work with the Secretary of Health, Education; and Welfare on problems of 
vaccine distribution. 

On May 5-6, a special committee of experts met at the National Institutes of 
Health to advise on testing procedures with respect to safety of poliomyelitis 
vaccine. 

On May 7, the Surgeon General issued a bulletin recommending that States 
and municipalities postpone their vaccination programs until Public Health 
Service recommendations could be released on Sunday, May 8. 

On May 8, the Surgeon General recommended that all poliomyelitis vaccina- 
tion programs be temporarily suspended pending a reappraisal of all produc- 
tion procedures and testing methods. 

On May 9, a meeting was held between the Secretary and three members of 
the Advisory Committee of Governors to obtain their suggestions regarding 
recommendations to be contained in this report. 

On May 11, the first field review following the Surgeon General’s action of 
May 8 was begun at Parke-Davis & Co., in Detroit. 

On May 13, the Public Health Service announced the release of virtually all 
of the Parke-Davis & Co. vaccine that had been reappraised. 

On May 15, the Public Health Service announced the release of all Eli Lilly 
& Co. vaccine that had been reappraised. 


Senator Smirn. Mrs. Hobby, you have suggested you would like 
some legislation for funds to take care of the people who can’t afford 
to pay for this vaccine—which is entirely legitimate, and I am sure 
the committee will recommend legislation if you have prepared it for 
that purpose right away. 

Now, is there any legislation you can suggest of any sort—I will 
address this to Dr. Scheele, also—that will speed up the production of 


‘A summary of technical and scientific problems in this connection is contained in 
appendix No. 1. 





POLIOMYELITIS VACCINE 143 
the vaccine? There is no way of speeding up this program of prepar 
ing safe vaccine by legislation, is there ¢ 

Secretary Hospy. | will answer the only part of the question that 
I am competent to answer, Senator Smith. 

I think on May 11 one of the big manufacturers—as I recall it, it 

yas Parke-Davis—announced an expansion in plant capacity. They 
thought it would require 4 months to complete the building. As Dr. 
Scheele told you a little while ago, it takes a minimum of 90 days to 
process a batch of vaccine. So, if you add 3 months to 4 months, 
there is 7 months before you could get any additional plant capacity 
into production. 

Now, as to what could be done within the existing plants—because 
there are certain technical problems that 1 am not competent to 
answer—lI think I know the answer, but I would like Dr. Scheele to 
tell you—so I will let him answer that question. 

Senator Smirn. My question is whether there is anything we can 
do as a committee to speed this up ¢ 

Dr. Scneee. I do not believe there is anything that can be done to 
speed up the process. 

There is something that will help to speed it up, I think. The 
manufacturers will be doing research on the methodology of produc- 
tion, and undoubtedly as time passes they will improve the grade of 
virus in their culture bottles and tubes, and things of that sort. 

In addition, you recall in recommendation 1 it was suggested that 
the resources of the Public Health Service would be adequate to enable 
us to do our job. And one of the things that we have started to do 
and will continue to do is some research on me ‘thodology of testing. 
And it may be that as the months pass we will devise different tech- 
niques for testing which of themselves may speed up the rather cum- 
bersome tests that science knows today. 

For example, we use monkeys, and we carry these monkeys for 30 
or 35 days before they are sacrificed and the cords in their brains are 
studied. 

With continued research we may devise new methods which may 
cut down time and energy that has to be put into production, and by 
that very device permit speedups to occur. 

But those are not matters of legislation, those are matters for scien- 
tists in the manufacturing plants and scientists elsewhere in the 
country and universities and their own laboratories doing their normal 
job of research. 

Senator Smiru. Then you don’t need any specific legislation for 
appropriations for that purpose, or anything of that sort? I am sure 
that the Congress would be ready to go right into this in case you 
feel it is needed to provide additional funds for the purpose. 

Dr. Scuretr. The Secretary has indicated that there is a proposal 
coming for additional appropriations. And at the moment we would 
like to have the Congress give us permission to use funds already 
appropriated for other purposes to carry on these activities. 

Senator Smirn. You want authority to do that ? 

Dr. ScHree.te. We have funds which we can put to this use, and are, 
as a matter of fact, putting to this use, and we would like the Con- 
gress to tell us if it is all right to do that by amending our present 
appropriation act. 


64102—55—pt. 24 
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Senator Ssmrru. Have you figured out yet how much money you 
would like to reallocate under that ¢ 

Dr. Scueete. I don’t have the figures here for our expenditures this 
year, but during the next weeks we would like to spend something 
between a quarter of a million and two miilion dollars of additional 
funds. This question is still under study, there are many research 
problems beyond the problem of the manufacture of vaccine, there 
are many problems within the problem of polio itself which will re- 
quire discussion. I hope to discuss the matter with the foundation, to 
see if they are going to continue their grants so that we may come to 
Congress and ask for additional funds to fill in the grants. 

Senator Smirn. You will come to us if you need additional funds, 
or if you need the authority to transfer those funds, as you mentioned 
a minute ago? You will come to us for authority so we can legislate 
immediately on that ? 

Dr. Scueete. That is correct. 

Senator Smiru. Now, if there are any standby controls or author- 
izations that you would like to have, will you tell us about them? We 
could pass a general standby control bill, or something of that sort. 
Can you think of anything of that sort that will be helpful to you? 

Dr. Scurere. I don’t believe that a standby control bill would be of 
any help at all. I think that the program that has been developed in 
the Department is one that will work. I think that people will co- 
operate. I think that the voluntary control system proposed can work, 
and that we would not therefore need to exercise rigid controls which 
might extend down as far as controlling physicians’ fees or controlling 
prices. As a matter of fact, I see many obstacles to a smooth-running 
vaccination program that would come if we had a greater structure 
right on down to the local level to raise those problems. 

I think that we can get these things done. I think our pharmacists 
and our drug wholesalers and our physicians are people of integrity, 
and I believe that they will cooperate. And I don’t have any fear 
that we are going to have great difficulty with the voluntary system. 

Senator Smirn. When the governors were here having their confer- 
ence, I understand that this matter was taken up with them and very 
fully discussed. 

‘Lhey appointed a committee—I think Mrs. Hobby read their names 
in the record—to represent the governors and confer with you on this 
matter to cover this report. 

Did you find any of the governors saying that they couldn’t put this 
program into effect in their respective States, where you placed the 
responsibility on them to carry through ? 

You must bear in mind that fundamentally the police powers are 
in the States. We don’t have general police in the Federal Govern- 
ment. You can’t handle this thing in a police way from Washington, 
you have got to handle it through the States, through the cooperation 
of the governors of the states. 

As I understand it, you asked the governors to put this matter in 
the hands of some individual or group in the State, and then set the 
machinery up for distributing the vaccine which in the first instance 
is allocated to the States through the machinery you suggested here, 
is that correct ¢ 

Dr. Scuretr. That is correct, sir. 
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Senator SmirH. Take New Jersey. You allocate vaccine to that 
State, and the governor of that State picks up the allotment of that 
vaccine. He turns it over to the health department, and if necessary he 
gets State legislation to control that in the State, and to prevent black 
marketing, and that sore of thing. 

Is there any danger of a leak to a black market in addition to that ¢ 
There is talk about the black market. I have a telegram here I am 
going to read presently saying that they are paying no attention to 
this program. I am going to ask you if there is any danger of a black 
market in the way you deal with this vaccine. 

Let me ask this question first. I am advised that within 8 days of 
the first supplies of vaccine the Department was in complete control 
of the entire supply, that no vaccine has been shipped since April 21 
except in conformity with the agreed distribution pattern. Is that 
true? 

Dr. Scuee.e. Senator Smith, with your permission I would like to 
pass that to Mr. Banta, the General Counsel. 

Senator Smiru. I would like to have the question answered. 

Secretary Hoppy. May I answer it? 

Senator Smrru. Yes, Mrs. Hobby. 

Secretary Hossy. It is indeed true, Senator. And each manufac- 
turer has given us his individual assurance that that is true. 

Senator Smiru. Now, is there anything different about the polio 
vaccine as compared to any other vaccine the distribution of which 
is now controlled by the food and drug laws ? 

I understand that any vaccine today has to have certain routine to 
go through, and there are very strict regulations about vaccine. Why 
shouldn’t the polio vaccine come under the requirements of the food 
and drug laws exactly as any other vaccine ? 

Dr. Scnereir. It does, only the Public Health Service has the au 
thority over the purity and safety. 

Senator Smrrn. They have the responsibility under the existing 
law without any further laws as far as that phase of the question is 
concerned, is that right ? 

Dr. Scueetr. That is correct. 

Senator Smiru. And you have control of all the vaccine now, there 
could be no licensing except through the Department ? 

Dr. Scurry. That is correct, yes. 

Senator Smiru. And there is no way for that to leak out, without 
a violation of the law ¢ 

Dr. Scurete. In addition to that, the Food and Drug Administra 
tion does have the authority, as the Secret: wy has pointed out, and 
Mr. Banta has pointed out, for assuring that the material goes 
through normal channels and is sold on prescription. So it seems to 
me that there is control machinery existing at the present time which 
can be very effective. 

Senator SmiruH. You simply feel that by the voluntary handling of 
this with the governors of the States, and their taking the responsi 
bility for policing it within their States, that is as much as can be 
done to control the matter and prevent black-marketing and prevent 
abuse. Is that correct? 

Dr. Scuretr. Yes, I do. And I don’t believe that rigid control 
would necessarily avoid the black market by itself. It just wouldn’t 
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be possible to set up a machinery to watch every cubic centimeter of 
that vaccine as it 1s disbursed so that we could be sure that there 
wouldn't be some little problem somewhere. 

In other words, I think we can do just as well, or better, operating 
in our normal way and working with the voluntary program, a vol- 
untary-control program with everyone putting his shoulder to the 
wheel to make it successful. And I think it will be. 

Senator Smiru. Now, on page 5 of the recommendations which 
Mrs. Hobby read: 


No. 8 recordkeeping: That, with the cooperation of the medical profession 
pledged to insure the success of the voluntary control plan, medical organiza- 
tions take all appropriate steps to assure that, 
and so forth, what did you have in mind when that language was used, 
medical organizations take all appropriate steps to assure— 
that physicians do so and so? 

How will they work that out as a practical matter? Senator Hill 
asked that question as to how you could make such thing effective. I 
am just wondering how you visualize the carrying out of this No. 8. 

Dr. Scure.te. Senator Smith, we are in communication with medical 
organizations—in fact, we have just completed a meeting with the 
American Medical Association, and they will be working with their 
constituent units, the State societies, and the State societies in turn 
with the local societies, to develop the counterpart plants necessary to 
make this voluntary control system effective. 

I believe there will be universal cooperation in restricting the vac- 
cinations to the appropriate age groups in the light of the then exist- 
ing supply. The matter of record keeping is merely a reminder. I 
am sure that the physicians will have no difficulty following that 
recommendation that is made in the Secretary’s eighth recommenda- 
tion here. 

Senator Smirn. I am trying to visualize in my own mind how any 
more effective plan than that could possibly be set up. Personally, I 
would rather have the voluntary cooperation of these medical groups 
and your State Governors, than to cm a lot of Federal laws that 
might have heavy penalities. I think you are much more apt to get 
the support of these groups that way than if you are holding a gun at 
their faces. Maybe I am wrong, but that would be my psychology. 

And I think you will get it, knowing the standards of the ethics of 
the physicians. 

I want to ask about these low-income families; I have a number of 
telegrams that say Mrs. Hobby has made no provision for taking care 
of the poor child, as well as the rich child. I think that is in the rec- 
ord, so I am asking the question and bringing it out in the record to 
see what you want to do. 

Secretary Horny. Mr. Chairman, I think it is recommendation No. 
10. And perhaps it would be simpler if I quoted from it. 

Senator Smiru. Yes, if you will, Mrs. Hobby. 

Secretary Horsey. This was the recommendation in the report to the 
President, so I apologize for the way it is worded : 

That legislation which has been prepared by this Department be submitted to 
the Congress to make Federal funds available to the States for the purchase of 


vaccine (or in lieu of funds, the vaccine itself). These funds must be sufficient 
to pay the cost of vaccine for children through age 19 in low-income families: 








POLIOMYELITIS VACCINE 147 


The funds would be used after NFIP free immunization program has been com 
pleted, and until December 31, 1956. These funds would be paid to States upon 
assurance by the State that no child within the priority age 
denied vaccination by reason of the cost. 


Senator Smirn. Thank you. That is what I wanted to get in the 
record at this point. 

Now, I have an interesting telegram apparently sent to every mem 
ber of our committee by my rood. frie nd, Mr. W alte r Reuther, pre Sl 


dent of the CIO, and I am going to read it, and 
on it, Mrs. Hobby : 


A month has gone by since the favorable report on Salk polio vaccine 
tary Hobby has not yet come up with a program of 
children on a fair and equitable basis. 

I take it since the time we have heard of the polio vaccine you have 
been busy day and night, trying to get it worked out, and the summary 
of steps taken which you put in the record a minute ago shows that 
there nas been somebody working on it to solve this very distressing 
problem. 

He goes on: 


groups would be 


ask you to comment 


, and Secre 
making it available to all 


The Surgeon General has now tightened controls on production, and tells us 
that the shipment of the vaccine will begin again at the end of the week. But 
Mrs. Hobby has done nothing to assure parents that their children 
inoculations in order of their need, and without regard to their 
for it. 


will get 
ability to pay 


I will stop now for a moment, if you want to comment on that 
charge. 

Secretary Hogssy. Senator Smith, I wouldn’t want to comment on 
Mr. Reuther’s telegram. I will simply state the fact. The Salk vac- 
cine was announced on April 12. On April 14, the President directed 
us to make the study. I think there has been a great deal of confusion, 
misunderstanding, and misinformation given ‘by people who are not 
acquainted with the facts. There has been no maldistribution of the 
Salk vaccine. There was a small quantity of the Salk vaccine sent in 
normal commercial channels before they knew that they could not 
fulfill their contracts with the foundation. 

There has been no question of distribution, because none has been 
distributed since Apr 4]21. Allof the vaccine that has been made since 
has been given to the NFIP for free immunization programs. 

There is no question of distribution. You cannot distribute what 
you have not. Recommendation No. 2 recommended that every cubic 
centimeter be given to the foundation to complete its free immunization 
program. Once that free immunization program is completed, to pick 
up with the only way we know to move speedily to divide the available 

vaccine among the States in the susceptible age groups 5 through 9, and 
if there is only enough vaccine for one-fourth of the children in the 
age group in Massachusetts, or Ohio, the States would be treated 
equitably on a formula developed as to the child population in the 
census. 

So there is no guesswork about this, it is a simple formula. 

As to the charge of whether or not no recommendation has been made 
for children who are unable to pay, I think the facts speak for them- 
selves, Senator, and I have no comment to make. 

Senator Smiru. Off the record. 

(Discussion off the record.) 
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(The telegram referred to is as follows :) 


May 12, 1955 
Hon. LIstTer HILL, 


Chairman, Committee on Labor and Public Welfare, 
United States Senate, Washington, D. C.: 


A month has gone by since the favorable report on Salk polio vaccine and 
Secretary Hobby has not yet come up with a program for making it available 
to all children on a fair and equitable basis. 

The Surgeon General has now tightened controls on production and tells us 
that shipments of the vaccine will begin again at the end of the week. But 
Mrs. Hobby has done nothing to assure parents that their children will get 
inoculations in order of greatest need, and without regard to their ability to pay 
for it. 

In the light of these developments Congress should step in and insist that 
effective safeguards are set up. 

The Secretary of Health, Education, and Welfare proposes to shift the responsi- 
bility from her office to the Governors of 48 States. She asks us to rely on 
voluntary action by millions of parents and tens of thousands of doctors to deter- 
mine which children get the vaccine first. She has not asked Congress for funds 
with which she can make certain that children at all income levels will be 
inoculated. She denies a black market exists and asks for no power to punish 
those who would dare to profiteer in the lives and limbs of children. 

This is a disgraceful demonstration of inept and irresponsible government. 

Permit me to call to your committee’s attention the prompt and comprehensive 
action taken by the Canadian Government in this regard. Press reports from 
Ottawa state that it prepared its control plans last year and put them into effect 
April 12, the day the polio report came out. Together the Canadian and Provincial 
Governments are paying for the entire supply of Canadian vaccine. It is used 
first for children in greatest need of it. 

$y contrast, Mrs. Hobby had no plan ready on April 12. She has no plan now. 
She proposes no plan that can properly be called a plan. It is the plain duty 
of Congress to establish a single and simple national plan of priorities and to 
finance the purchase and distribution of the vaccine to the extent necessary to 
make certain no child shall be denied inoculation because its parents can’t pay 
for it. 

WALTER P. REUTHER, 
President, Congress of Industrial Organizations. 


Chairman Hiri. Senator Lehman. 

Senator Lenman. Mrs. Hobby, you just testified that you were di- 
rected to make a survey on April 14. 

Secretary Hossy. That is correct. 

Senator Leiuman. And that is of course reinforced by the summary 
of your outline of events following licensing of production, as con- 
tained in your larger statement, which reads as follows: 

On April 14 the President directed the Secretary of Health, Education, and 
Welfare to survey and report to him on the best means of assuring an equitable 
distribution of the Salk polio vaccine. The same day a senior man of the De- 
partment met with the presidents of five producing companies, and the execu- 
tive vice president of the sixth one, to discuss supply and distribution prob- 
lems in the proposed meeting of April 21 and April 22. 

Now, I wonder why it was necessary to delay action in making the 
survey until 2 days after the public announcement was made by Dr. 

Salk, Dr. Francis, and the evaluating committee, when there was every 
indication, a long time in advance of that, that this vaccine would at 
least be reasonably effective. I wondered why that survey, to which 
you refer, should not have been undertaken weeks before the announce- 
ment, in order to have the situation well in hand, but instead of that 
Secretary of Health, Education, and Welfare was directed only 

n April 14, and it was after that that the first talk took place: with 
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the producing companies through their president or executive vice 
president. 

1 would like to have some explanation. 

Secretary Hossy. You would? Well, 1 can give you part of 
Senator Lehman. The Public Health Service, I am informed through 
Dr. Scheele and all the groups there, through the National Biologics 
Control Act, have been working with Dr. Salk and with the national 
foundation through the field tests. 

Now, I would assume that this is an incident unique in medical his 
tory. I think no one could have foreseen the public demand—there 
has been no drug like this—even penicillin is not comparable to it, 
gamma globulin was not comparable to it, none of the biologics have 
ever been comparable to it—I don’t think the Senator need be troubled 
too seriously about this. No child will be denied this vaccine. With 
the exception of some that went in commercial channels at first—I 
have forgotten the figures—this has been given to children in the first 
and second grades, and some in the third grade. 

Senator LEHMAN. May I say, I am very sorely troubled. One thing 
in which I am in full agreement with you, Madam Secretary, and with 
Dr. Scheele, is that we should not sacrifice safety for speed. I believe 
strongly that we could have assured speed in this m: utter, and assured 
an orderly manner of distribution without sacrificing safety in the 
least degree, and long before this—we knew that these tests were being 
made, your Department knew it, the Surgeon General knew it, months 
and montlis in advance. 

Secretary Horsy. How would you have assured speed in the manu- 
facture and process of a very complicated vaccine with safety ? 

Senator Lenman. You could not have tested that vaccine, of course, 
prior to that. But at any rate we haven’t completely tested the vac- 
cine even now. But certainly there is no relationship between a 
method of testmg—which I know is a complicated thing, and I know 
it is a most serious consideration that we all have to bear in mind— 
and a method of distribution which could be put in effect promptly 
on the approval of the vaccine—and it has not been put into effect as 
yet. Nor am I convinced that all of the matters that are recommended 
in your statement are netessarily workable. I think that some of 
them are, and I think that some of them may not be. 

And I think that we are a long way as yet even now, on the 16th 
of May, from having adopted a method of distribution that is going 
to be really effective. 

Secretary Hopsy. Well, Sen: ator Lehman, you know and I know 
that all of the available vaccine is going to the National Foundation 
for Infantile Paralysis. And it is very well for you to talk about hav- 
ing distribution planned for something you haven’t got to distribute. 

Now you have a voluntary control plan to distr ibute this short mate- 
rial when it becomes available. If this system won’t work, there is no 
system in our opinion that can be devised by the Federal Government 
that would work as rapidly and effectively and without the cumbersome 
and necessary forms, redtape, and everything else it takes to accom- 
plish a completely Federal system. If I could have imagined, or any- 
one else in the Department could have imagined, a safer way, a more 
effective way, of getting the vaccine to the children of America, this 
committee would have had it. 
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And when you can show me that you can set up a completely Federal 
system within a short period of time and still deliver a vaccine in short 
supply to the American people, I have a completely open mind. 

Senator Lenman. Madam Secretary, I agree with you that you can’t 
devise a completely satisfactory method of distribution within a very 
short time, within a few days. But it seems to me that our Govern- 
ment has had many weeks in which to draft, consider and debate and 
consult on a method of distribution. 

Now, under your method here, the backbone of your proposal, it 
seems to me, is an agreement with the manufacturers by which they 
will abide by the decisions of the authorities not to allow this vaccine 
to fall into hands which may possibly exploit the supplies. That is 
the backbone of the thing, that and the relationship with the States. 

But there wasn’t even, as far as I know, any discussion with the 
manufacturers until April 14, which was 2 days after this announce- 
ment. There was no agreement, if I read this statement of yours cor- 
rectly, that they would carry out the viewpoint of the Surgeon Gen- 
eral. I think that is possibly best evidenced by the fact that before 
the Department took action 500,000 units came into commercial hands. 
That was probably done in perfectly good faith by the manufacturers. 
They might not have been told that they must reserve every unit that 
was manufactured for distribution by the polio foundation or by the 
Government, or else they would not have distributed 500,000 units. 

I think that is pretty clear. 

Secretary Hopsy. Youdo? Thank you. 

Senator Lenman. I want to ask you about the matter of State re- 
sponsibility. I needn’t tell you, Madam Secretary, that having been 
a Governor of a State for many years, I have the highest regard for 
governors, and very great confidence in most of them. But it seems to 
me that you are unduly optimistic when you feel that this distribution 
can be done under the direction of the Secretary of Health, Education, 
and Welfare by the States. 

In the first place, there apparently is very great difference in the 
viewpoint of different governors. And that 1s evidenced by your own 
testimony in which you state the reservations or the conditions made 
by a number of governors. 

There undoubtedly is a very large difference, and a very wide dif- 
ference in the laws and regulations covering prescription laws in the 
various States. They are not standardized in any way. 

The regulations, for instance, between druggist and purchaser are 
covered by a State law. The regulations between physicians can be 
covered by State law. But I would be inclined to doubt that the rela- 
tionship between the physician and the manufacturer can be covered 
by State law in many cases. There may be some, but I don’t know of 
any, or didn’t during the time I was Governor, and I don’t think there 
can be any, because that would immediately come into conflict with the 
Interstate Commerce Act. There are very few drugs sold in New 
York that are made in New York; they are manufactured in some 
other State. 

So it seems to me that there is a great difficulty in doing that. I 
don’t say that the governors of any States are going to be uncoopera- 
tive. I don’t say that. While I have said in the beginning of my 
remarks that I have the highest regard for most of the governors, I 
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admit that there have been some in my acquaintance of whom that has 
not been true. 

But if they are uncooperative, I don’t know of any authority by 
which you could force the governor to carry out your directions unless 
you have legislation giving the President and some other agency the 
further powers which they do not possess at the present time. 

I would like to have an answer to that. 

Mr. Perkins. On the second point, I suspect there might be con- 
siderable doubt about the constitutionality of Federal legislation fore- 
ing the governors, in any event. [But irrespective of that, Mr. Sena- 
tor, the basic point I would like to make with respect to your com- 
ments on the drug laws of the various States is this: 

The Federal food and drug law creates a channel of distribution 
which is well regulated and well controlled, from the manufacturer 
down to the ultimate retail sale. I would refer you to page 27 of the 
Secretary’s report to the President, where there is item 4, called “As- 
surance of sales in authorized channels and on prescription.” It reads 
as follows: 

The usual laws applicable to the distribution and sale of prescription drugs 
are applicable to the distribution and sale of the Salk vaccine. 

Under the terms of the Federal Food, Drug, and Cosmetic Act, section 503 (b) 
(1), the Salk vaccine may be lawfully sold only to a licensed physician or on the 
prescription of a licensed physician. Penalties are provided for unauthorized 
sales—up to a $1,000 fine and 1 year in prison ($10,000 and 3 years for second 
offense ). 

In addition, other sections of the Federal Food, Drug, and Cosmetic Act provide 
sanctions which help to assure that in the distribution channels above the level 
of retail sales—that is, during the course of the flow of the shipments from the 
manufacturers through the wholesalers and to the retail druggists—the vaccine 
will not get into illegitimate channels of trade. 

Under section 502(f) (1) of the act, a drug is deemed to be “misbranded” unless 
its labeling bears adequate directions for use. The vaccine, as a prescription 
drug, would be subject to seizure, under the provisions of section 304, if it were 
found in the possession of a person’ not regularly and lawfully engaged in the 
manufacture, transportation, storage, or wholesale distribution of prescription 
drugs. Furthermore, the person making a sale to such an unauthorized person 
would be causing a “misbranding” and subject to the same penalties mentioned 
above. 

Thus, existing Federal laws provide adequate sanctions against unauthorized 
sales of such portions of the vaccine as may be distributed through normal com- 
mercial channels within the State. Furthermore, State laws relating to distribu- 
tion and sale of drugs generally provide similar protection. 


The point I wish to make is that the Federal law itself under the 
interstate commerce power controls the flow of prescription drugs right 
from the time they leave the manufacturer’s shipping point to the 
point where they are sold over the counter in a retail store, where they 
are sold only on prescription or to a physician. And the State drug 
laws, although in many cases they provide similar protection—as you 
say, there is some variation between them—but the point is that we do 
not need the additional protection of the State drug laws in order to 
assure the existence of this authorized channel. 

Now, going back to your question about the role of the governor, the 
role of the governor would be to indicate how much of the vaccine 
allocated to his State he wants to go into regular commercial channels 


1 Other than in the possession of “a retail, hospital, or clinic pharmacy, or a public 
health agency,”’ where to be dispensed on prescription. 
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and how much he wants to go to tax-supported agencies and other 
agencies within his State. This would be a power exercised volun- 
tarily,as you say. 

The basis of it would be the agreement of the manufacturers to ship 
in accordance with the national plan developed by the Secretary of 
Health, Education, and Welfare. And when a governor indicates how 
much he wants to go into commercial chanels, that portion of the vac- 
cine would no longer follow the pattern which I have indicated is 
regulated by the Federal Food and Drug Act for prescription drugs. 

Senator Lenman. Well, the part of the law, as you read it and I 
listened to it, refers to the sale of drugs. It does not cover the use of 
drugs by a physician; it covers the sale of the drugs. 

Mr. Perkins. You are correct in this, Senator, that this law does 
not place controls on the physicians. Once it is in the physician’s 
hands, that is true, that the Federal Food and Drug Act itself in this 
respect does not control. But it controls the retail sales, they must be 
to a physician or on his prescription. 

Senator Lenman. You can’t stop them by any law that I know of. 
In the State of New York you can’t stop the purchase of drugs by 
physicians from a drug house, or the sale of drugs to physicians by a 
drug house. You can prevent the retail sale, that is perfectly true, 
but I do not think you can prevent the primary relationship between 
the ig seen and the drug house. 

Mr. Perkins. The relationship between the retail drugstore and 
the physician is that the physician must either make out a prescription 
for his patient or he must purchase it on his own personal order. And 
that is what we want to do, the vaccine must get into the hands of 
the physicians in order to be administered to the patients. 

Senator Lenman. But he may not administer it to the patient in 
accordance with a plan of fair distribution. He may use his own 
discretion under those circumstances. 

Mr. Perkins. That refers us to the next recommendation, which 
you recall was the recommendation relating to the medical organi- 
zations establishing and adhering to these priorities set up by the 
Secretary of Health, Education, and Welfare. 

Senator Leuman. Returning for the moment to the responsibili- 
ties of the governors, you say the responsibility of the governor is to 
determine what portion should be distributed in normal drug dis- 
tribution channels and what portion should be shipped to public agen- 
cies, and the two things are quite different. 

A governor might say he wants it all distributed through normal 
distribution channels, and that might be entirely in contrast with the 
plan that is satisfactory to the Federal Government. 

Mr. Perkins. No. The governor, in indicating that he wants it 
to go into commercial channels, would be saying, in effect, that he 
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thinks the best way to get it to the children in the priority age groups 
is to let it go through the established channels of distribution, which 
will assure it getting to those groups in the fastest possible way. 

Senator Lenman. You think the governor of a State can determine 
the prices at which that can be sold ? 

Mr. Perxrns. No, sir. 

Senator Lenman, I don’t, either. That is a very important thing 
in avoiding the black market. 
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But just one more question. I would have liked to ask—and will 
later—questions in regard to the method of testing, whether uniform 
and standardized, but in view of the fact that the Secretary has re- 
ferred to certain differences of points of view of governors that appear 
in the letters from the governors to this committee, 1 wonder whether 
she would have any objection to placing those letters in the record so 
that the committee itself could evaluate those letters. 

Secretary Hopsy. I will ask the governors’ permission. If the gov- 
ernors give me permission, I would be glad to do so. 

Chairman Hitt. Senator Ives. 

Senator Ives. I think Dr. Scheele made the statement that 18 mil- 
lion cubic centimeters would be available sometime in the course of 
the next 3 months. Is that it? 

Dr. Scureve. I think Dr. Keefer may have suggested that it would 
take another 60 days or so to arrive at that point. We are not sure 
just how long it will take, but we hope that will be the case. 

Senator Ives. I am not trying to embarrass you at all, [ am just 
trying to find out a few things. 

‘On that basis, if you multiply it out to the point where you arrive 
at 177 million cubic centimeters, which you anticipate will be the total 
required, it will require about 2 years to get that, will it not, a little 
better than 2 years ¢ 

Dr. Scueete. The problems in manufacture are problems of the 
moment which will be overcome very rapidly, and one can anticipate 
that once they are overcome—we can’t give you the date when they 
will all be overcome—the supply will go up in much more rapid order, 
It won’t be simply a numerical increase in materials. 

Senator Ives. That is the point I am driving at. How much do 
you think it will go up? You have six concerns, as I understand, 
that are manufacturing this vaccine, and yet you say before the er nd 
of the year there will be an ample supply. 

Dr. ScueeLr. Well, our knowleage of the abilities of these manu- 
facturers to produce, our knowledge of their staffs, our knowledge of 
their own plans to expand production, leads us to believe that they 
can attain the levels that they had projected for themselves earlier, 
with very little delay if we take the long haul. 

Senator Ives. In other words, the manufacturers themselves, they 
think they can get up to that level ? 

Dr. SCHEELE. Again we can answer that question better after we 
have completed our tour of the various plants toward the end of this 
week. And the real answer to your question can come only after we 
then ask each manufacturer, in the light of the method of manufac- 
ture now being used, what he thinks his timetable is. 

In other words, we are just guessing now as we talk about this. and 
it isn’t the fairest way to arrive at a very logical conclusion. Within 
a week we hope to be able to have some sort of projection on what 
they think they can produce. But then there still remains, of course, 
the matter of approval of each lot by the Public Health Service. 

Senator Ives. Has there been any thought of having additional 
manufacturers produce this? 

Dr. Scueetr. At the time the original production was started, the 
trial production was started, 10 manufacturers who had some ability 
to make biological products were queried to see if they would or 
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could work in this field. The 6 who are in the field are the 6 who were 
competent and interested in making this vaccine. So this is not an 
operation which is readily expandible i in the so-called drug industry. 
Not all of them are set up and have staffs and the ability to make 
biological products. 

Senator Ives. Then your checks have shown that really there are 
only six that are qualified to do this; is that right ? 

Dr. Scurere. No; | think there probably would be at least one 
more qualified to make this vaccine, but they are working on other 
problems. 

Senator Ives. There is something else to prevent them doing this; 
is that it? 

Dr. Scueete. Yes. 

Senator Ives. So you are really limited to six, aren’t you 4 

Dr. Scurece. Yes; limited to six. 

Senator Ives. So you have got to project yourself on that basis, and 
all the information you possess leads you to believe that those six, in 
the course, we will say, of another 9 months, will be able to produce 
the vaccine in ample supply. 

And I take it, from what you say, that during the summer months, 
the late summer months, it wouldn’t be advisable to have the young- 
sters inoculated anyway. Is that right? 

Dr. Scueete. Well, this is a medical problem that will be discussed 
by physicians and public-health officers and others to try to arrive at 
a tentative conclusion as to what the program during those months 
should be. 

Senator Ives. Then it appears to me that under the present laws 
you are moving along about as rapidly as you can. I happen to be 
the chief introducer of a piece of legislation here which is of a very 
mandatory nature. I put it in for a purpose, and I think its purpose 
has been accomplished. It has brought to light a good many things. 
I don’t know whether it expedited anything or not. It wasn’t intro- 
duced to embarrass you, I assure you. 

The principal reason I put it in was to assure you that you would 
have all the law you need. You seem to think that you now have. 
Are you sure? 

Dr. Scurete. Yes, sir; I feel quite sure that we have all that we 
need. Like all things, one has to reserve judgment—experience 
changes our opinion sometimes. We haven’t tried the system that is 
pr oposed. 

I personally think it will work, and a lot of other people do, too. 

Senator Ives. You are proposing a bill for appropriations, as I 
understand it, for what is needed. But outside of that, you have no 
proposal, do you, from the standpoint of law ? 

Dr. Scuretr. None other than appropriations. 

Senator Ives. What is that bill you are talking about ? 

Dr. Scueete. That is the grant-in-aid program. 

Senator Ives. You don’t sound to me as if you are positive that 
you have all the law you need. You have all that you think you are 
going to need, but are you sure ? 

Dr. Scuretr. Yes; Iam sure we have. 

Senator Ives. My next question is a very simple one. 

In the light of conditions as you now find them, and in the light of 
the unanticipated things that sometimes do arise from the standpoint 
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of administration, would your Department—I might direct this also 
to Secretary Hobby woul | your De ‘partinent object to some sti andby 
provision in the law which would enable you to do things that you 
might not want to do at all, you might not find necessary to do at all, 
but just to have available if needed; do you object to anything like 
that ? 

Secretary Hoppy. I will speak on that,if Imay. 

Senator Ives, in the concluding paragraph in the departmental re 
port to the President—and if I may, Mr. Chairman, I would like to 
read it: 

We will continuously review the progress of the total national program for 
distribution of the vaccine. A supplemental report will be submitted to you on 
or about July 1. In the event there should be any situation, either prior to or 
at that time, threatening the successful operation of the distribution program 
which would warrant requesting additional legislation, we shall promptly 
recommend necessary action. 

Senator Ives. I think that statement, Madam Secretary, answers 
my question. Then you are not positive / 

Secretary Horny. Well, Senator Ives, I don’t know how positive ts 
positive. We sincerely believe that the program we have outlined 
here will operate the fastest. I believe there can be no real argument 
on that. If this should break down, if some maldistribution should 
take pl: we, if something that we cannot foresee should ae of 
course, the Federal Government should always be in control of the 
situation. 

Senator Ives. Madam Secretary, please don’t think for a moment 
that I am taking issue with the procedure you are following. I think 
you are doing very much the right thing as matters now stand, and I 
want to join in commending you for what vou are doing. Tam merely 
bringing these things out to find if there is the slightest bit of uncer 

tainty involved. And I am not yet convinced that there is no uncer 
tainty, I regret to say. 

One thing more I would like to ask. At what price is this vaccine 
to be sold per cubic centimeter / 

Secretary Hopspy. Mr. Senator, may Mr. Mintener, an Assistant 
Secretary, answer that question / 

Mr. Mintener. Senator Ives, we do not have complete information, 
of course, regarding prices. We do not believe that price is going to 
be an important part in the equitable distribution of this vaccine. 
That is a question of judgment. 

However, we do have some experience in these so-called miracle —— 
historically, and it is this: that uniformly, as we oe ind it, these 
drugs which start off during the experimental or temporary period 
ata high price gradually and sometimes quickly ied dlown to a reason- 
able basis. That was true of penicilin, cortisone, and sulfa drugs, as 
they were called. 

There is keen competition in the drug industry. There is no patented 
process involved here. And we believe that the prices of which we 
have been advised are reasonable. 

Now, these prices are based upon different sizes of units produced 
by the manufacturers for large immunization purposes. They are 
produced in what are called 9- cubic-centimeter lots, which would give 
$) single shots to 9 ¢ hildren, or 3 shots to 3 children. The other unit 
is a 3-cubic-centimeter lot, the same applying. 
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According to our information so far, the prices available to the 
Government and to institutions varies from $2.85 to $3.60, less cer- 
tain discounts in the 3-cubic-centimeter lot distribution. To the 
wholesalers the price varies between $3 and $3.60 for 3 cubic centi- 
meters, less certain discounts. 

Senator Ives. That is wholesale ? 

Mr. Mintener. Yes, sir. 

For the retailers, who are billed through the wholesaler, the average 
price seemed to be $3.60 for 3-cubic -centimeter lots. For the physi- 
cians, who buy through retailers and are billed through retailers, ac- 
cording to our understanding, the suggested price is "$4. 20 to $4.50; 
that is the range. This means that a ‘doctor would pay the retailer 
from $1.30 to $1.50 per shot for single inoculation or per cubic centi- 
meter. 

Now, that applies to the 3-cubic-centimeter unit. 

So far as the 9-cubic-centimeter units are concerned, the price to the 
Government and to institutions, public institutions, State institutions, 
varies from about $7.13 for 9 cubic centimeters, to $7.65, and about the 
same price to the wholesaler, $7.13 to $7.65. The retailer, who is billed 
through the wholesaler, on $9 for the 9 cubic centimeters. For the 
physicians, who are billed through retailers, $10.50 for the 9 cubic 
centimeters. 

In other words, the doctor who bought in 9-cubic-centimeter lots 
would pay per unit about $1.17 per cubic centimeter for single inocu- 
lation. And we assume that prices would vary still more on large 
quantities purchased by various people. 

Senator Ives. Is that spread inordinately high, or proper ? 


Mr. Minrener. It is our judgment, Senator Ives, that these prices 
are not unreasonable. 


Does that answer your question, sir? 

Senator Ives. Well, it does, in part. I am just wondering what you 

will do if the thing gets out of line. I don’t suppose, as has been 
pointed out, that you can do much of anything. Your idea is that 
the price will drop with greater production ? 

Mr. Mintener. That has been the history of these miracle working 
drugs in the past, notably sulfa, penicillin, and cortisone—and I think 
vitamins, too. 

Senator Ives. I am glad to know that. 

I would like to bring out at this point that it is my understanding 
that Dr. Keefer, who is the Secretary’s special adviser on health and 
medical affairs, was named by the President as his adviser on polyo- 
myelitis, and that Dr. Keefer conducted the civilian allocation pro- 
gram for penicillin in 1944 and 1945, and also directed the civilian 
distribution of streptomycin. I think it is quite important to know 
that a distinguished physician, who has had this background and 
experience, is also active in directing the activity in this particular 
field. That should give considerable comfort to the people. 

I won’t belabor you with any more questions at this particular time, 
except to reiterate what I said. I think in the light of the circum- 
stances you are doing a mighty good job, but I still think that you 
might require legislation which you don’t have at the present time. 

Chairman Hin. Senator McNamara. 

Senator McNamara. Thank you, Mr. Chairman. 
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In the light of the information you have already received from these 
teams that you have checking the ‘supplies, are you satisfied that there 
will be no more interruptions of the vaccine for the first-, second-, and 
third-grade group? Or have you enough information vet ! d 

Dr. Scueete. In the light of the information we have gathered in 
our visits to the first two in the series, I am quite sure that there will 
be a continuing flow of vaccine to carry on the program. However, 
I think it is clear also that various testing procedures that we will 
follow will make that flow somewhat slower than we might have 
anticipated as we thought about this production process a year ago, 
or as we thought about it on April 12. 

Senator McNamara. I think you assured us earlier there might be a 
slowing down but there wouldn’t be any more interruptions. I think 
the interruptions were very bad, as far as public reaction was con- 
cerned, and it added a little bit to the hysteria. 

Now, do I understand that after the first, second, and third grades 
are taken care of, plus the other groups that you mentioned in that 


same category, that you are going to depend largely on this proposed 
voluntary “control ? 

Secretary Hospy. Yes, sir. 

Senator McNamara. And have you given consideration to asking 
the infantile paralysis organization to continue that step further, rath- 
er than to just go out on the voluntary control, or do you think that 
would slow it down ? 

{t would seem to me that when you establish this, that the Infantile 
Paralysis Foundation has set up an organization and has made a great 
start over a long period of time, and that they will do this job and do 
it well with the first-, second-, and third-grade groups. 

Wouldn’t it work out faster by distributing it to them in a similar 
manner? And if not, why not? 

Secretary Hosnsy. It would not be quite as easy for the National 
Foundation to do this now as it has been heretofore. And to use their 
own expression, they say in the first- and second-grade groups of chil- 
dren they have had captive groups, this has been a mass inoculation 
through the school programs. This would not be quite as simple for 
them to continue. But schools will shortly be out everywhere, and I 
think in 1 more week they will be out in the Southern and South- 

eastern States. So it is not quite as easy. 

We have given some thought to that, I would say, in the last 2 or 3 
weeks, Senator McNamara. We have given thought to every possible 
way. We might keep the vaccine that we get flowing on as fair and 
equitable basis as we can. 

Senator McNamara. I am glad to get that information. 

It seems to me that the public has great confidence in the Infantile 
Paralysis Association, and when they step out of it, I think that is 
something that will have effect on the public reaction. I know they 
will never step out of it completely, but to the extent that they do it 
differently than they do in the lower grades. 

A doctor tells me that if he gets a supply of the vaccine and a parent 
brings a child in to be inoculated and he refuses to inoculate the c ‘hild, 
and later the child gets polio and becomes crippled, that he is liable to 
be sued. Is there any truth in that, or should we have a law that would 
save him, or is there anything to protect the doctor who refuses to give 
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it toa 16-year old when they are working on the 4- or 5- or 8- or 9-year- 
old groups ¢ 

Secretary Horny. Senator, I frankly don’t know, and I don’t know 
whether the lawyers do or not. 

Dr. Keefer, do you know ? 

Dr. Kererer. I don’t know whether anyone could sue a doctor for 
not giving an injection of vaccine. It would not be my opinion that 
they could. 

Senator McNamara. I have had the doctors raise that question very 
seriously, and they say they will not be able to control it as to age 
groups because they have no right to withhold treatment from a 
patient, once he is presented to them. There m: Ly be a lot to it. and 
I think it should be investigated. 

Secretary Honssy. I frankly don’t know. 

Mr. Perkins. Just off the cuff, I would guess that while there might 
be some moral obligation in the sense of a patient who was ill, it must 
be remembered that this is not a treatment drug, this is the case of a 
preventive type of thing which, as I understand it, is not to be used for 
treatment. And I would suppose there would be no obligation on the 
part of any doctor, contractual, moral, or otherwise, to inoculate any- 
one simply because of their request. 

Senator McNamara. I question it, too, but that was raised by the 
doctors, and it seemed to me to have some validity, and that is why 
1 asked. 

Talking about the Food and Drug Act applying to distribution, do 
you have anywhere enough inspec tors in the field for your food and 
drug setup, or are you proposing to put on more people to do the neces- 

sary policing‘ 

Secretary Hoppy. Senator, that will be one of the additional requests 
for money, because we do not have enough inspectors in the field to 
give the special attention that needs to be | given to this. 


Senator McNamara. Then these funds would be used in part to: 


provide additional inspectors ¢ 

Secretary Hoppy. Yes. 

Senator McNamara. Do they have inspectors who have prt ity 
to check the physicians or doctors under the Food and Drug Act, 
does it apply to the normal channels, which do not include the doctor / 

Secretary Hosny. Mr. Chairman, may I ask Mr. Goodrich, the Leg: ul 
Counsel on Food and Drug, to respond to that / 

Mr. Goopricu. The inspectors have the authority to inspect any es- 
tablishment at which a drug is manufactured or held during its move- 
ment in or after interstate commerce. The question of eXamining the 

physicians’ prescriptions, office records, has not come up. 

But the inspection of records in the drugstore has been done and 
is being done. 

Senator Attorr. May L ask that you repeat the last part of that / 

Mr. Goopricu. The inspection of records in the drugstore has been 
done and is being done to determine that the perscription drugs are 
sold only on prescriptions as required by the law adopted in the 
Congress. 

Senator McNamara. Then your present Food and Drug Act does 
not extend as far as the physicians, your inspectors do not have au- 
thority in that respect. And the physician is going to be an impor- 
tant part of this. 
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Mr. Goopricu. I would say “no.” 

Chairman Hitt. Senator Purtell. 

Senator Purreitt. I would like to make the comment that I have 
received communications that are either political opinions or to em 
barrass the administration to play with the emotions or fears of the 
parents. I won't dignify them by including them in the record. 1 
think that this is too serious a matter where parents are concerned, 

I would like to ask this question, Madam Secretary. Isn't it a 
fact that the Laboratory of Biologics Control of the } National Insti 
tutes of Health is a research arm of the Public Health Service. 

Secretary Hoppy. Yes, sir. 

Senator Purreii, And isn’t it a fact that for months while these 
tests were going on the Laboratory of Biologics Control was working 
With them on this matter / 

Secretary Hospy. Yes, sir; that is true. 

Senator Purreitt. Now, may I ask this, Mrs. Secretary. Do you 
know of any child who failed to get this vaccine because they lacked 
the money’ Is it not a fact—let me put it another way—is it not a 
fact that the vaccine has been contracted for by the foundation, the 
vaccine that is now being processed ¢ 

Secretary Hoppy. Senator Purtell, of course, I would think that 
very point is part of the great confusion. It seems difficult to mak: 
it clear that (@) there is such a short supply, such a small production 
of vaccine: bot (6) that it is all going to the National Foundation 
for free immunization of the first and second graders, and some third 
graders. This is, of course, a complex picture, but it seems to me if 
we could once get across the point of how little vaccine we have, tlien 
we would learn that we simply must be patient. 

I think we are by nature an impatient people. And I think I can 
speak for every parent who certainly must have wanted vaccine for 
their children. 

If I may be personal, I have always lived in a State that had a high 
incidence of polio, and I remember each year the precautions we began 
with our children, telling them what not to do in the polio season. 
This is something every ‘parent feels keenly interested in, and quite 
emotional about. But ‘it is a thing that we have got to be patient 
about. 

It reminds me sometimes of all the things the people wanted during 
the war and could never have. And if we can learn to be patient and 
grateful because we have the vaccine, instead of being ange y that we 

can’t get it, we should all be joyful that the discoveries have been made 
pre there is going to be an opportunity for people to have polio 
myelitis vaccine. 

Senator Purreti. Then, Mrs. Secretary, I certainly have every 
right to believe, have I not, that children will not be denied this vac 
cine because they lack the financial means ? 

Secretary Hossy. They will not. 

Senator Purreti. One would be led to believe so by some of the 
communications that one hears about. 

Now, is it a fact that no step could have been taken by your Depart 
ment immediately after the announcement by Dr. Francis of the re 
sults of the test—that would have made this vaccine more available 
today than has been done ? 
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Secretary Hoppy. I can’t think of anything. 

Senator Purreit,. | wondered whether there were any steps that 
we had failed to take when we are talking about distribution— 
would any plans that you might have made LO di: Lys ago or 10 months 
ago made vaccine possible for any more children today / 

“Secretary Hossy. No, sir. That is, I think, the major point of 
confusion. 

Senator Purret.. So that nothing that hasn’t been done has re- 
tarded the children getting the vaccine, insofar as distribution is con- 
cerned ; is that correct ¢ 

Secretary Honsy. That is correct. 

Senator Purreri. Let me talk a little bit there about the question 
of mandatory control and voluntary control. Actually, if we want 
mandatory control, would you not have to increase your Department 
substantially to see that they were enforced, if the responsibility were 
thrust entirely upon the Federal Gov ernment to see that the distribu- 
tion of this drug at every level, or of this vaccine—would it not require 
a substantially higher organization ? 

Secretary Hopsy. I hesitate to guess, but to have a Federal organi- 
zation that would operate in 48 States and the Territories and all the 
political subdivisions of the States would take a tremendous time. 

Senator Purretit. How long would it take to get such an organiza- 
tion together, Mrs. Secretary ? 

Secretary Hopssy. Well, Senator Purtell, 1 would think it would 
take months at best. These people who have the competence to do this 
are not easy to recruit. It would be a recruiting ‘ob, and a training 
job, somewhere in NFIP or in the communic: able disease center at 
Atlanta, or some place, before the people could be sent into the States. 

And if J may ask myself a question—which I did in trying to think 
this thing through—what does the Federal man do when he gets to a 
State, except to go to the State health officer and talk about the inci- 
dence of polio in his State, and the incidence of polio in the 50 cities 
and counties, where there are city and county health officers who are 
closer to this than any team of people we can recruit and train / 

Senator Purret. Might I ask also, would it not then throw the full 
responsibility for this program on the Federal authority and relieve 
the State authorities of any responsibility, and in that shifting of 
responsibility, would the program suffer or be likely to suffer 

That is what Iam trying to get at. When you put the responsibility 
under mandatory control “entirely in the hands of the Federal Gov- 
ernment, then you are relieving the States and the subdivisions thereof 
of the responsibility of carrying out the program, and it would seem 
to me to be less effective by putting it under mandatory controls, 

Now, as to standby controls, Mrs. Secretary, I will make a comment 
on that. I happen to have 3 grandchildren, 2 children, so necessarily 
I feel strongly about this. I “think the State officials or the medical 
advisers to the State officials or the Governor of those States, are alert. 
and desirous of getting this into the hands of the children as quickly 
as possible so that they ‘an set up this preventive program. 

But it seems to me if we have standby controls there would always 
be the thought, “If we don’t do the job, anyway, the Federal Govern- 
ment can come in with that standby control and impose mandatory 
controls.” 
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Certainly the voluntary control situation where you have only six 

companies producing this drug, where you have set up regulations 
such as you have here, it would seem to me that that is a faster way 
and a better way, and I might say a more American way, than setting 
up of a system of mandatory controls. 

Now, in the replies that you got from the Gove >FnOrs, did any Gov 
ernor refuse to cooperate with you, Mrs. Secretary 

Secretary Horny. Senator Purtell, 1 think shins were two Gover- 
nors who said, (@) that they did not think there was any need for the 
Federal Government to assume any responsibility in this area. 

Senator Purretit. Was that because they felt that the State would 
assume that responsibility 4 In other words, there was no expression, 
was there, from any of the Governors indicating a lack of interest in 
seeing that this program was carried out / 

Secret tary Hosny. No, quite the contrary. 

Senator Purrens. I thought so. May I make this comment? I 
know how hard you and your colleagues have been working on this 
matter. I want to thank you asa grandfather and as a father for the 
steps you are taking to make sure that when this vaccine goes out, it 
will do the work it was intended todo. And I want to thank you asa 
Senator, as a representative of my people, for the splendid way in 
which you have gone in and brought up a program fully in time to 
meet the need of distribution. 

Secretary Hossy. Thank you, Senator Purtell. 

But may I say something quite personal, Mr. Chairman and mem- 
bers of the committee‘ I should like publicly to express my gratitude 
for the most amazing piece of cooperation I have ever seen in my life. 
If you will look at the appendices in the President’s report at the pub- 
lic groups that have been invited here, the outstanding epidemiologists, 
the biologists that have been invited here, no group has refused to 
help us, no person has refused to help us, and the cooperation that has 
been given to us by the State and Territorial health officers, by the 
Governors and the 50 national organizations with whom we have con- 
sulted, has been amazing. 

And may I close that little tribute by saying that never have I seen 
anything like the devotion of the people of the Department and the 
Public Health Service, who have worked on this report. In many 
instances, Mr. Chairman, it has been quite literally an around-the- 
clock performance. 

And thank you, Senator Purtell, but I want to share it with these 
people who have worked so hard to produce this report. 

Chairman Hiti. Senator Bender. 

Senator Benper. Mr. Chairman, by the time you have gotten down 
to me every pertinent question almost has been answered, and I have 
had the wind taken out of my sails altogether. 

Now, since you have been on top of this situation since April 1, no 
vaccine has been sold in commercial channels since then, is that cor rect ? 

Secretary Hospy. Yes, sir; that is correct. 

Senator Brenper. And there has been effective control over the out- 
put since that time. And I want to commend the Department for 
moving quickly. As I recall, 2 days after the Francis report the sen- 
ior officials in the Department met with the top officials of all the 
manufacturers. And I want to say, too, that in regard to the coopera- 
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tion of all the States, there has been ample evidence of the fact that 
the Governors cooperated with the Department. 

Have you ever heard of Dr. Paul M. Butler? Dr. Butler recently 
made a speech that was carried over every television and radio sta- 
tion and all the newspapers-—in fact, I have sheets of newspapers here 
where he was quoted—and Dr. Butler said: 

Heartbreaking confusion in the Salk polio vaccine distribution was caused 
by mishandling of the situation by the Eisenhower administration. 

In a speech before the Federated Democratic Women of Ohio in 
Cleveland—all these things seem to happen in Cleveland—Butler 
declared : 

A thorough Government inspection could have avoided this confusion. It is 
difficult to understand why the Government didn’t take the leadership in the 
beginning and thus avoid the mishandling that has occurred. 

Dr. Butler also criticized administration plans for assuring equitable dis- 
tribution of the Salk vaccine for commercial use after the preschool program is 
completed. No action is being taken to assure a fair distribution of the new 
discoveries still in short supply, Dr. Butler ended. 

Now, do you have any comment on Dr. Butler's statement / 

Secretary Hoppy. No, sir; none. I will stand on the record, Sen- 
ator Bender. 

Senator Benner. That is all. 

Chairman Hin. I noticed a distinguished former member of the 
committee present, 

I would be glad to have you come up and sit with us, Senator 
Humphrey. 

Senator Humpnrey. I appreciate your kindness. 

Chairman Hint. Senator Allott. 

Senator Antorr. Mr. Chairman, Senator Bender describes himself 
as the tail end. I don’t know what part of the animal comes after 
that. But I am perfectly willing to commence, even at this stage. 

I would like to ask two or three questions of Madam Secretary. 
First of all, it is a fact, isn’t it, that me recommendations for the 5 to 
9 age priority has come from the National Advisory Committee on 
this? 

Secretary Horpy. Yes, sir. 

Senator Attorr. That is where that has come from, the National 
Advisory Committee on Poliomyelitis Vaccine, in order to make it 
elear. And I would like to bring this out, too. 

It is a fact that the limitation of production is not merely one of 
money, but it is because it is a highly scientific process, and there are 
so few people, six concerns, who are qualified or able or willing to 
do it. 

Secretary Horny. That is correct, Senator Allott. 

Senator Atvorr. And if this Congress were to appropriate large 
sums of money to create vaccine, could it be created any faster than 
it is being created at the present time 

Secretary Horpy. No, sir. That is one of the great sorrows here. 

Senator AtLorr. So that the limitations upon this are scientific 
limitations ? 

Secretary Horny. Yes, sir. 

Senator Atnorr. And legislation will not speed it ? 

Secretary Horry. No, sir. 
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Senator ALLorr. Now, I would like to make this statement. A 
few days ago I called Dr. Cleere, the head of the State Health De- 
partment of Colorado, and specifically asked his recommendation in 
this respect. And I think he will not mind being quoted, even though 
I do not have his exact words. 

He made two recommendations, the first of which was that the 
Federal Government stay out of the present program. And at that 
time they had just completed the vaccination of all first and second 
graders in Colorado. plus some third graders. And, second, that it 
stay out of the program until it has been clearly demonstrated that 
the program organized by the Department of Health would not work. 

He further stated that every first- and second-grade child in that 
State had been taken care of, plus some of the third graders from 
last year. And I think that in itself is a tribute, not alone to the way 
the program is working but it is also a tribute to the American people. 

Now, isn’t it a fact—and isn’t it worth repeating—that the hue and 
cry raised by some people about distribution has been at a time when 
there has been no distribution problem 

Secretary Honsy. That is true, sir. 

Senator Atyorr. And I might say this: that Dr. Cleere also in- 
formed me—I asked him whether there had been any black market in 
Colorado on vaccine, and he said that they had certain reports, 4 or 
5 reports, and each one they had checked out there failed to ma- 
terialize. 

Now, with respect to a black market—and I would like to address 
this to Mr. Perkins, if I may—isn’t it a fact that in order for there to 
be a black market there has to be a commission of a misdemeanor at 
least at the production or distribution levels, either wholesale or re- 
tail? 

Mr. Banta. If I may reply, I think, first, we have to understand 
just what we mean by a black market. 

Senator AuLorr. Let us understand the black market. I under- 
stand the black market to be people who are selling products which 
are in great demand at an excessive profit, and probably outside of 
the law. 

Mr. Banta. Well, if it is sold me rely at an excessive profit, I would 
use the term “profiteering.” If it is sold outside of the law, then the 
term “black market” might be applicable to the product, although we 
don’t find that the words “black market” have any legal connotation ; 
we find no place where they are mentioned and defined with a legal 
connotation. 

But this drug, or this vaccine, is to be sold lawfully only on prescrip- 
tion ofa physici lan, or to physicians. 

Senator Attorr. And only administered by a physician, and under 
a physician’s direction. 

Mr. Banta. That is right. 

Senator Attorr. And | going back up the ladder from that, it can be 
procured from a drug store or a druggist only on a prescription. 

Mr. Banta. That is correct. 

Senator Attorr. And wherever it is, it must bear the prescription 
legend; is that correct ? 

Mr. Banta. That is correct. 
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Senator Attorr. And, according to the regulations of the Depart- 
ment—and I quote: 


A person or his agent or employees regularly and lawfully engaged in the 
manufacture, transportation, storage or wholesale distribution of prescription 
drugs, in the possession of a retail hospital or clinic pharmacy or a public health 
agency regularly and lawfully engaged in dispensing prescription drugs. 

Is that correct 4 

Mr. Banra. That is correct, Senator. 

Senator Atiorr. Now, there have also been some questions directed 
here about the general effect of the voluntary program of this sort. 
And I want to direct myself to those things. There has been a ques- 
tion about what the governors would do. Now, we have Democratic 
governors in this countr y, and we have Republican governors. And I 
want to say, Madam Secretary, that I don’t care w hat a man’s polities 
may be, I am firmly convinced—and so help me, if we have reached 
such a low state that this is not true, then we are indeed hopeless—and 
I am firmly convinced that there is no governor who would not literally 
take off his right arm in order to make this program work and see that 
it gets to the boy sand girls who need it worst. 

There probably is no mature person in this room who has had chil- 
dren, who has not gone through the experiences you described a few 
minutes ago. 

And then, I want to say this for the doctors: Of course, the human 
‘ace is not infallible. But when you consider the thousands and thou- 
sands of local medical organizations all over this country, I want to 
publicly here state my confidence and faith in those doctors, and just 
as many of them as would—anyway even if we passed a law, will keep 
the faith and see that this vaccine gets in the proper channels. I have 
that faith in them, just as much as 1 have faith in the governors of this 
country that are going to see it gets in the same place in the right 
channel. 

And I want also, Madam Secretary—because I know this has been 
literally an around-the-clock job for you and the Public Health Service 
and all of your staff—to pay my own tribute and my own thanks for 


keeping a ‘balance on this and keeping it out of the area of mass 
hysteria. 





I have learned personally from the hearing we have had of no 
ubuses in the distribution of these drugs. And “until such a condition 
appears, or it appears that there are “children who can’t get it, for 
whom vaccine is available, I certainly want to compliment you on 
what I believe is one of the greatest voluntary plans that has come 
forth, and which I think is going to work. 

And, Mr. Chairman, I think for this time that is all, but I did feel 
that these comments were necessary. 

Chairman Hitz. We have, as our colleague and former distinguished 
member of this committee who devoted much time working and giv- 
ing leadership for the strengthening of the Pure Food and ‘Dr ug Act, 
Senator Humphrey. 


I understand you have a few questions you would like to ask, Sen- 
ator Humphrey. 


Without objection, we would like to have Senator Humphrey 
questions. 


Senator Humpnrey. First of all, I would like to express my appre- 
ciation. I am not a member of the committee, but I am deeply con- 


ask his 





rie 





POLIOMYELITIS VACCINE 165 


cerned about this problem. I want to commend those who testified 
today on the very assuring matters that they have presented, which 
should give some confidence to all persons that may have been some- 
what disturbed. 

I regret that there has been all this commotion, but it was inevitable, 
I think, in the light of the nature of the subject matter. 

The first question I would like to ask, Mr. Chairman, with your 
indulgence, is in reference to the April 12 meeting at Ann Arbor. 
preface it with the following: 

I think it is generally known that this was a major public infor- 
mation extravaganza, so to speak—there was television, there was 

radio, and there was press. As a result of that, with the tremendous 
interest of the American people in the discovery of the vaccine and 
its final approval, there naturally was great interest in the use of this 
vaccine. 

What part did the United States Public Health Service, Dr. Scheele, 
or the Department of Health, Education, and Welfare, make in this 
major launching of Dr. Francis’ report and the announcement by Dr. 
Salk of the efficacy of the vaccine? 

Secretary Hopsy. May I ask Dr. Scheele to respond to that. 

Dr. Scnretr. Senator Humphrey, we played two roles. The first 
role was in relation simply to the Salk vaccine itself. Our staff began 
working in July of 1953 on problems related to what was to be small- 
scale production for field testing in 1955, and continued to play a very 
major role as part of the voluntary team, as it were, of scientists in 
the United States and NFIP people to develop a standard, a standard 
for the field trial. There was no ‘ederal standard that was applicable 
at that time, because this was being used in research. 

So we have played a continuing role from the very beginning in 
the standard development. And then we began, of course, on April 
12 to exercise, to fulfill certain of our legal oblig rations under the Bio- 
logics Control Act. 

‘The other role that we played was with reference to the field trial 
itself, and adding up the data that was collected in the field trial. 
Several laboratories of the Public Health Service participated in the 
tests of human blood serum from children who had been vaccinated in 
the field trial, in order to ascertain the antibody levels that were be- 
ing ests tblished in those children. 

In addition, some eight of our men were assigned as part of the 
bigger team of people who were investigating cases of polio that 
occurred in children that had been vaccinated ‘during the field trial 
period; they were working as epidemiologists, as p: art of the total 
team. 

Beyond that, one member of our staff, Dr. Seibert from Atlanta, 
was a member of the group who were working in Ann Arbor in the 
summation of the data. That is our role. 

Senator Humpurey. What I was really getting at, Dr. Scheele, was 
the day which the Francis report was to be made public. I think it 
relates somewhat to the concern everyone has now over distribution, 
controlled or voluntary, and policing, and everything else. 

Did the Public Health Service organize that announcement ? 

Dr. Scueete. No, we did not. The only role we played on that day 
was twofold: We were eager listeners—I wasn’t personally, but mem- 
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bers of my staff were. And in addition to that, Dr. Workman, who 
directed our Laboratory of Biologics Control, was one of the scientific 
speakers on the program. He described the standard for the produc- 
tion of vaccine at that scientific meeting. 

Senator Humpurey. Who organized this nationw ide report, Doctor ? 

Dr. Scuretr. The National Foundation for Infantile Paraly sis, 
with the cooperation of the field trial evaluation center, which they 
had created in Ann Arbor, with Dr. Francis as the head. 

Senator Humpnrey. I mentioned this because I am sure that this 
is part of the problem. 

And may I just digress, Mr. Chairman, to say that I understand 
you want to keep this hearing to the matter of distribution, more or 
less—but I do have a number of questions I would like to go into with 
the Public Health Service and the responsible medical people at an 
appropriate time in executive session. I would prefer that, because 
I think there are questions that ought to be discussed very confiden- 
tially for at least a period of time. 

But is it not true that had there not been further complications, 
had we not had the incidence of paralytic polio as a result of certain 
inoculations, that we have had at least a major problem on our doorstep 
as of the 12th, 13th, and 14th of April, as a result of that nationwide 
public announcement, and the demand of the public for the vaccine / 

Dr. Scuretr. Well, we would have had—we had short supply, in 
any event. 

Senator Humenurey. We had definitely short supply on April 12, 
didn’t we ? 

Dr. Scuretr. Yes. And that was related in part to the vaccine 
production which was going on last fall. Quite a bit of that vaccine 
produced couldn’t be carried over for use in the spring, for the simple 
reason that over the winter it was discovered that the potency of the 
vaccine had changed. In other words, it wasn’t going to be effective, 
or would be less effective than we wanted it to be. Therefore, certain 
experiments had to be done to devise slight revisions in the final mak- 
ing of the vaccine, and that took out of circulation some material that 
would otherwise have been available. It took out certain production 
capacity had the belt line of production continued right on straight 
through, if it had not had to slow down until the revisions in the 
vaccine were made. 

These, incidentally, were not related to polio virus; this was related 
merely to some interaction between the material, which was used as 
a preservative, and the so-called antigens, the material in the vaccine 
which causes our blood, our body, to develop antibodies to resist 
polio, a reaction between that and the type 1 virus. There are three 
types of viruses involved here, and this material had lost potency in 
that regard. 

Senator Humrnrey. There was some change in that formula? 
Dr. Scueetz. That is correct. But those are the essential prob- 
lems. 

The other thing, we might say, is that in any event I think that the 
country itself was thinking pretty much in terms of the Polio Foun- 
dation’s free program being the major thing for the moment. We 
saw that as primary, and we saw commerci ial distribution as the sec- 
ond thing to come. 
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Everyone thought that it was going to be possible to have this 
parallel, and that was the basis upon which everyone worked and 
industry worked in the first few days after April 12. But as soon as 
it was clearly seen that there was any question about the short supply 
in industry, ‘industry decided, as has been indicated here, unanimous- 
ly—not together, but individually—that they would discontinue any 
plans they had for mov ing this additional material into commercial 
channels. 

Senator Humpurey. It is fair, is it not, Doctor, to say that for the 
first few days after April 12 vaccine did move into commercial chan- 
nels as well as by contract to the National Foundation for Infantile 
Paralysis / 

Dr. ScuHreetr. That is correct. 

There wasn’t very much moving in the first few days, simply be- 

cause it took time to clear lots of vaccine, and there were certain 
instances where we wanted a bit more information and made inquiry 
back to the manufacturers. 

But over a period of a week or so, there was a gradual buildup of 
lots that we approved to go to whatever users the manufacturers were 
planning to send them to. 

Senator Humpurey. Doctor, my concern is that had not this regret- 
table incident of the Cutter vaccine come about we might very well 
have had a difficult problem of distribution on our hands. I surely 
agree with the Secretary that the problem of distribution as of today 
isn’t much of a problem as of this date, Monday, May 16, because there 
isn’t much to be distributed. You have been making a doublecheck 
with Dr. Workman’s team on the respective manufacturing establish- 
ments, and theré has been a holdup in the processing and the distri- 
bution of vaccine by the manufacturers to any of the distributors. 
Let us assume—— 

Mr. Perkins. Could I interject one thing? 

Senator Humpurey. Surely. 

Mr. Perxrs. I gathered from the question that you thought the 
Cutter incident occurred prior to the termination of any flow of vaccine 
into commercial channels. 

Senator Humpnurey. No, I did not. 

Mr. Perkins. The fact is 

Senator Humpnueey. It occurred after. 

Mr. Perkins. No; the flow of the small amount of vaccine into com- 
mercial channels had terminated before the Cutter incident. 

Senator Humpnurey. That is correct. Now, the point that I was 
leading up to, as long as the foundation buys up under centract the 
production of the six plants that have been licensed or will be licensed, 
you have pretty good control over that age group that is in the first and 
second, and some of them in the third grade—that is your field, isn’t 
it, Doctor? 

Dr. Scneete. That is correct, sir. 

Senator Humpurey. Once that group, however, has been taken care 
of by inoculation, the first shot, and the second shot, as booster, isn’t 
that it, one, two, and a booster ? 

Dr. Scueete. Two shots, spaced 4, 5, or 6 weeks apart. 

Senator Humpnrey. And 7 months later. 

Dr. Scneete. And 7 months or longer later, the third one. 
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Senator Humpurey. And these will be given to the age group from 
5 to 9; is that the group that we are working on / 

Dr. Scurete. We hope that the use of the vaccine will be limited to 
the children between 5 and 9. 

Senator Humpnrey. And the national foundation will take care of 
the inoculation of that group? 

Dr. Scurete. Only for Tots children who are in the first and sec- 
ond grades, and those children who are in the 84 communities where 
the children had placebo or dummy shots as controls. They are going 
to give all the children in those 84 communities the vaccine, some of 
them in the third grade and some of them in the fourth grade. 

Senator Humpurey. And also those that were under the particular 
program last year / 

Dr. Scneete. That is correct. 

Senator Humrnrey. They also get new inoculations; is that correct ? 

Dr. Scure.e. That is correct. 

Senator Humrurey. Do they not also get the booster shots, the 
first and second graders ? 

Dr. Scurete. As of the moment, the last announced plan of the 
foundation was to purchase vaccine for the first and second shots only. 

Senator Humrurey. I happen to believe that the national founda- 
tion will do an eminently good job in this particular age group. They 
have the facilities, they have organized it, and I am sure that they 
will know what to do with it. And they will get the cooperation of 
the medical profession and the public-health officers. 

We come to the end of this period of inoculation of the first and 
second graders; for the moment, let’s cast aside the booster shots. I 
think the foundation may even want to reevaluate its position on that. 
Then we come to what we call normal distribution. We go into normal 
channels. 

Doctor, in the light of the work of Dr. Workman’s team’s analysis 
thus far, is there a remote possibility—I don’t want to put you defi- 
nitely on the record here—but is there a possibility that you might 
want to take more time and a wider variety of tests for vaccine for 
following these preliminary investigations? 

Dr. Scurete. We are doing that now, Senator. 

Senator Humpnrey. Would that not slow up the distribution of 
vaccine once you move along on the program of protection ? 

Dr. Scurete. For a temporary period. As soon as everything can 
be in gear—in other words, in the supplemental testing that we have 
to do on any particular Jot—and we don’t necessarily propose to 
duplicate-test every lot. This will be done based on the judgment of 
each lot—and possibly more tests by manufacturers—but once these 
have been put in gear, the slowdown will be over, it will be negligible, 
and things will move along pretty much on schedule. 

Senator Humpuery. Isn't this a factor that you have to weigh very 
carefully, Doctor, in the problem of distribution, for the months to 
come ¢ 

Dr. ScHee.z. By your question do you mean 

Senator Humpnurey. I mean, by the fact that you may implement 
the testing program which you now have by a greater variety of tests, 
would that not be a factor that you would want to take into consider- 
ation when you deal with the pressures of the public in the light of 
availability of the supply ? 
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Dr. Scurete. Yes. But I think that the American public now has 
heard enough about the problems of short supply, the problems of 
production, even the problems of age priorities, which they didn’t have 
on April 12 or didn’t have on April 14, or even probably on April 21. 
And I think that there is something else that will happen. I don’t 
believe there will be the individual pressure by a mother or father to 
have her child or his child taken out of turn that we have had, say, 
on the afternoon of the 12th or the morning of the 13th. 

I think that there is an education process that has been going on— 
I think the press has been very helpful in this regard, too. And I 
think that the announcements today of the recommendations of Mrs. 
Hobby to the President and the work that will be done with citizens’ 
groups and with physicians’ groups and others will provide us with 
good assurance that there aren’t going to be the problems that you 
would have had if some of this fanfare hadn’t occurred. 

In other words, I think the pressure is off in the average parent’s 
mind, although I think the desire to have the vaccine for the children 
is still there. 

In other words, I hope they will wait their proper time and come 
in at that proper time. 

Senator Humpurey. In reference to price I heard Mr. Mintener 
testify as to the price. There is no evidence to date of any gouging 
or any exorbitant price as far as I have been able to hear. Maybe, 
Dr. Scheele, you and Secretary Mintener could give us some informa- 
tion with reference to insulin. I recall that insulin was developed, I 
believe, at the University of Toronto, was it not, and they licensed 
the manufacturer of insulin for a considerable period of time—and 
they still do, I have forgotten all the details about it. Did not the 
University of Toronto and the doctors who developed insulin also 
regulate the price? 

Dr. Keerer. As far as I know, sir, they did not regulate price. 

Senator Humrpnrey. Are you positively sure about that? 

Dr. Krrrer. I am not positively sure about it, but I do not believe 
they regulated price. They simply set up standards for quality of the 
product. 

Senator Humpurey. Did they regulate distribution in the begin- 
ning ? 

Dr. Kreerer. No. Distribution of insulin, as I recall it, in the United 
States was carried out by Eli Lilly, who had the license in the United 
States to manufacture insulin under the contract with the University 
of Toronto. 

Senator Humpurey. And other pharmaceutical houses did get the 
license privilege, too? 

Dr. Kererrer. That is correct ? 

Senator Humpurey. I was interested in this— I am not sure myself, 
I am merely asking for a point of information here, just how the devel- 
opments were under insulin, because it had somewhat of an impact— 
not as great as this, but it was a similar problem. I think this is an 
area in which we find an identity of interest. 

Dr. Scueete. There are certain sanctions which can go on in a situa- 
tion like that which are not legal sanctions, but merely sanctions exer- 
cised by manufacturers and wholesalers. I think that is what hap- 
pened in the case of insulin. There undoubtedly were, as there are in 
the case of this vaccine, suggested prices. This is the standard operat- 
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ing procedure of the standard drug manufacturers. There are tech- 
niques which the wholesaler can apply if he learns that a particular 
drugstore he is supplying is gouging. He can just not send the thing 
over. He can’t prosecute them; there is nothing he can do to them if 
they do overcharge for it. But I think that the ethics generally of the 
pharmacy profession and all of the professions involved here demon- 
strated in the case of insulin and these other drugs that they can work 
pretty effectively without having Government control, whether they be 
Federal, State, or local government controls on prices of pharmaceu- 
ticals. 

Senator Humpnrey. Dr. Scheele, on April 12, when the announce- 
ment was made of the Salk vaccine, as I recall, there was a meeting 
at. which both you and the Secretary were present, and you announced 
the licensing of certain pharmaceutical houses. 

Dr. Scorer. That is correct, sir. Our staff on biologics control 
had been in touch with the manufacturers of these products, they had 
inspected their plants. This was a continuous process; it is carried 
on because these same manufacturers make dozens and dozens of other 
biologics that we license as well as this one. Our staff in Ann Arbor, 
Dr. Workman, after the report was read, assembled a group of ad hoc 
consultants who know this field, and they sat down and talked over 
the Francis report in its completeness and its significance in the light 
of other information that Dr. Workman and his staff had on the 
manufacturers that he had worked with. All of the manufacturers 
had been producing before, but they had not all produced earlier 
enough and in sufficient quantities for this material to have been used 
in the field trial. 

But they were all nevertheless working and doing pilot runs and 
experimental lots in every instance. He had been working with them 
during that period. On his advice then to me, and in my recommenda- 
tion to the Secretary, who is legally responsible for licensing, Mrs. 
Hobby did license the six manufacturers that day. 

Senator Humpurey. Would you call that normal procedure, Doctor, 
in the light of the Biologics Control Act, the system of licensing which 
is generally used ¢ 

Dr. ScHrete. I would say it is a proper procedure. I wouldn’t say 
that it is average procedure, because I suppose on a product that didn’t 
have quite all the interest generated on it that this one did we might 
have waited for Dr. Workman to come home on the train and advise 
us the following morning. In this instance Dr. Workman telephoned 
us. We might normally have sent the paper to Mrs. Hobby by mes- 
senger, whereas we carried it to her office. I think that was the 
difference. 

Senator Humpnrey. I will be talking a little bit about this in a 
while. 

Just this final question. In reference to the Pure Food and Drug 
Act as amended you made some point here about the control in reply 
to a question of Senator Lehman that all of these were prescription 
drugs; they were under prescription drug provisions of the law. Isn’t 
it true that a physician can purchase directly from the manufacturer, 
and is it not true that the physician can inoculate without ever getting 
a prescription or writing a prescription to the retail pharmacist ? 
Isn’t it true that that frequently happens? Isn’t it true that it is 
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going to be very difficult to exercise any control at a physician level, 
since there are no prescriptions to look over, no records to examine 

I do not recall that the Food and Drug "Act as we amended it re- 
quires a physician to keep a record of the prescription drugs that he 
administers. 

Mr. Perkins. I think in that discussion, Senator, it wasn’t made 
clear—and it should have been made clear—that the ultimate man in 
the chain in any event is the physician. And just as in the discussion 
with Senator Lehman, it was made clear that the Government has no 
control over the physician when he gets it from the drugstore, and he 
gets it from the drugstore, similarly if the physician—— 

Senator Leaman. Not from the drugstore, from the drug manu- 
facturer. 

Mr. Perkins. Yes, similarly, I say—if the physician purchases the 
vaccine from further up the line there is no control on the physician. 

Senator Humpnrey. What we rely on is the ethical performance 
of the doctor. And I want to make it quite clear that I think the over- 
whelming majority will be entirely ethical to the point of being very 

vareful. But I would - less than candid if I didn’t say that we have 
seen violation of the Narcotics Act with some very severe criminal 
penalties. And I think in view of the emotion and difficulties here 
that we do have somewhat of a problem that has to be looked at. I do 
say that. 

I do not say that I have a final answer, but I do think that we have 
to face up to the fact that we do have a problem in which there is a 
loophole as far as the doctor is concerned; you have control over the 
manufacturer, you can investigate the manufacturers with your in- 
spectors. You have control over the drugstore, you can walk in and 
check over his files and check over his prescriptions. But Task you 

very frankly what control you exercise over the doctor's office 

Mr. Perkrixs. You are correct in the sense that we have no control, 
but we would not want to call it a loophole, rather we would call it 

Senator Humpnrey. I think that is the wrong term myself. 

Mr. Perkins. I think that the doctors here could testify better than 
the rest of us as to extent to which the voluntary arrangement and 
their own medical societies would prove to be better foundations and 
better sanctions than some of the criminal penalties which, as you very 
well pointed out, are violated by those who wish to violate them. 

Senator Humpnrey. Now, the bill that is before us, which Senator 
Hill has introduced, hasn’t had as much discussion and thought as it 
should have. I refer specifically to S. 1925. I think it ought to be 
made clear that this bill does not provide mandatory controls, this bill 
does not provide any directive, it provides just one thing, namely, that 
if a situation develops as a result of some further testing that has to 
be gone through, or after further examination of the efficacy of the 

vaccine, and so forth, that the President could, through the a 
priate agencies of this Government, invest certain authority: No. 1, 
to purchase available supplies and provide for their sain 
through the Department of Health, Education, and Welfare, and I 
imagine through the United States Public Health Service. 

That is about all that this bill provides. I am only concerned about 
getting the record straight. I thought Mrs. Hobby today very point- 
edly made clear that there have been some distortions of the fact. I 
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don’t think it is fair of anybody to try to be critical when people are 
trying to doa good job. But likewise I don’t think it is fair to brand a 
bill as a mandatory bill when it isn’t that. 

It appears to me that what this bill does is try to answer the un- 
answered question, namely, that if something did get out of hand— 
if something did get out of hand—that you would have in the hands 
of the President of the United States through his duly designated 
official the authority to step in and relieve the situation before you got 
to the situation that might call for untangling. 

And may I say, it is a painstaking, nerve-wracking process. I just 
wonder, Doctor, after having studied sections [I and LII of this bill, 
if you feel that there may not be some merit in having this residual 
power ¢ 

Chairman Hitt. Mrs. Hobby. 

Secretary Hossy. Senator Humphrey, I recognize the merit in what 
you say. Certainly | would never want the Federal Government to 
be without a way to control a thing that needed to be controlled. I 
do not think that they are necessary at this time. Genuinely, I 
do not believe that they are necessary. And commenting on Senator 
Hill’s bill, Senator, I think we owe you an apology for not having 
had a report back on the bill. But I believe you have surmised by now 
what we have been doing. We will report on the bill and all other 
bills before this committee. 

Generally I think from the discussions we have had so far that there 
would be some questions in our minds as to the form the Hill bill 
takes as being the most desirable one. 

Senator Lruman. Many of us have felt for a long time, as I think 


I indicated in my remarks, that we believe standby power shall be 


given to the President. As recently as last night in a broadcast I 
stated the following: 


I favor and will join in sponsoring legislation to give the President standby 
controls to distribute the vaccine, distribute such amounts of it free as is neces- 
sary for needy children, to establish price controls on it, and to punish black- 
marketing. The President would not be required to use all or any of the auth- 
ority which we propose to give him. That will be his responsibility. 

If he does not want to use the authority, he can proceed on the voluntary basis 
he appears to favor, but I hope he will certainly use that part of the authority 
given him to provide the vaccine free to the needy, and to prevent black market- 
ing and racketeering. 

Mr. Chairman, I haven’t heard a single thing here today that would 
indicate that this suggestion would not be in the interests of orderly 
procedure. It does not infringe on the powers of the Department. As 
a matter of fact, it gives increased power to the Department which 
I believe they would welcome. 

It may very well be that this proposal of voluntary distribution 
will work out; I hope with all my heart it will. But certainly we 
should not refrain from giving the Chief Executive and the Depart- 
ment which is charged with the responsibility of handling this situ- 
ation all the powers that they need. 

Whether they want those powers or not is up tothem. But we in the 
Congress should certainly make them available to them. 

Chairman Huu. Senator Ives? 

Senator Ives. Well, Mr. Chairman, I would like to point out one 
thing. I would like to get the opinion of Dr. Scheele on this. 
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If this Francis report had been issued in the month of October in- 
stead of April, the situation would have been very different, would 
it not, with respect to what you might call hysteria, as indicated in the 
statements made here, the anticipated demand for inoculation ‘ 

Dr. Scuretr. We presumably would have more vaccine and there- 
fore wouldn’t have the shortage. 

Senator Ives. In April you are running into what you might call 
the open season for polio. And in October you are running into the 
cold season, with nothing like the demand or excitement that has been 
created. Couldn’t the Francis report have been held up to October ¢ 

Dr. Scueete. It could have been held up. But in any medical re- 
porting there is usually an obligation to get word out as soon as one 
can on a scientific discovery. 

Senator Ives. Well, the result of its being held up would have been 
at least the fact that fully 9 million youngsters would not have been 
innoculated before the polio season this year who otherwise were going 
to be innoculated ; is that not correct ? 

Dr. Scnretz. That is correct. 

Senator Ives. In other words, by holding up this report you might 
have gone ahead and worked this thing out on a more orderly basis, 
but you would not have saved the lives of thousands and thousands of 
youngsters who otherwise would have perished; is that not correct ? 

Dr. Scueere. Yes. 

Senator Ives. I can see that if you had held this up you could have 
done it in a more orderly manner, but in the meantime thousands of 
lives would have been lost. 

Thank you. 

Senator Purrett. Madam Secretary, you or your Department had 
nothing to do with the selection of April 12 as the date in which the 
Francis report would be released ? 

Secretary Hospy. Senator Purtell, that could have been released 
regardless of what our wishes would have been in the matter. 

Dr. Scnrete. That is correct. 

Senator Purreii. So you didn’t in any way select April 12; if it 
were too early, you had nothing to do with it, you or your Department ; 
is that correct ? 

Dr. Scueetr. That is correct. 

Chairman Hitu. Mrs. Hobby, are you familiar with the Canadian 
plan for the distribution or use of the Salk vaccine ? 

Secretary Hospy. No,sir;Iamnot. Dr. Scheele is. 

Chairman Hitz. Are you familiar with it, Dr. Scheele? 

Dr. Scuee.e. I know some of the details; I don’t know all of them. 

In general the Canadian Government has set up a cooperative pro- 
gram between the Dominion and the Provinces. The Connaught 
Laboratories had been furnishing some supplies to the National 
Foundation for Infantile Paralysis. They ordered vaccine to im- 
munize a half million children, and fortunately they had enough to 
immunize about 600,000. And in all of their Provinces, except Quebec, 
there is now a program similar to our NFIP program in the first and 
second grades. In Quebec they have elected to do it for children of 
the 2-year-old age group. This program is to be operated very much 
like the proposal Mrs. Hobby referred to in existing States for the 

urchase of vaccine for needy children, the difference being that they 

aven’t limited it to needy children. 
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However, they are requir ing a 50 percent matching by the Provinces 
if they are to operate. The Provinces will buy the vaccine as they can 
from the United States or Canad: re is just one manufacturer in 
Canada, the Connaught Laboratories—they would normally buy much 
of this vaccine in the United States, probably more than they would 
manufacture themselves. 

That, ina general way, isthe program. 

Senator Benper. I would like to make an observation after Senator 
Humphrey’s question. I think it should be emphasized that to set 
up any rigid and compulsory Federal control programs would require 
months of time and redtape, and the administration of the approach 
in this bill would place distribution under proper controls immedi- 
ately. 

These controls will operate until the supply becomes adequate. 
Now, certainly by adopting any kind of Federal control it would re- 
quire the hiring of a lot of people, and placing responsibility in places 
so that the supply might not become avail: ible as rapidly as possible. 
And then, too, in commenting on the price situation, there is an article 
in Ford’s magazine which says that the cost of production of the 3-shot 
Salk vaccine is a dollar, and the retail price of this as a unit is $5.60. 

I would like to ask again, What will be the cost to the consumer for 
each 3-shot unit, Doctor / 

Mr. Minrener. Senator Bender, the best information we have is 
that the 3-shot unit—did you address your question to the doctor / 

Senator Benper. The 3-shot unit, according to this article, is a dol- 
lar; the manufacturer’s list price to the retailers is a dollar, and the 
manufacturer's list price to retailers for the unit, as I understand it 
from this article was $3.60. 

Mr. Minrener. That is our information. And the price to the 
physician billed through the retailer varies between $4.20 and $4.50 
per 3-cubic centimeter unit. 

Senator Benper. It was reported that the manufacturing drug firms 
are recommending price per unit to the ultimate consumer as $6 per 
unit. That does not include the doctor’s fees for administering the 
shot. Is that correct ? 

Mr. Minrener. The prices that we have do not include the doctors’ 
fees. But our prices that we have are $4.20 to $4.50 instead of the $6 
you refer to. 

Senator Benper. I am told that the National Foundation will get 6 
million shots of the Salk vaccine at the manufacturer’s cost price. I 
understand that there are some 57 million people under 21 years of 
age who are to get the vaccine as it becomes available. And that 
means that some 48 million persons will have to get the shots at the re- 

tail price of $6 plus. Is that a correct assumption ¢ 

Mr. Mintener. If you mean is your figure correct; yes, sir. 

Senator Benper. That is, it cost $6 for the : average person plus. 

Mr. Minvener. The-price of the vaccine is according to our figures 
$4.20 to $4.40 per cubic centimeter. 

The information you have is $6 per 3 cubic centimeters, or $2 a shot. 

That does not include the charge for administration. 

Senator Benper. For the doctors’ fees. 

Just one more observation regarding this date on the Cutter business. 
As I recall—and I think I am correct in my observation—I think the 
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testimony was brought out by Dr. Scheele that the Department acted 
before that incident, not after it. Isthat a correct statement ‘ 

Dr. Scurere. No, sir. The historical sequence was this. We had 
reports of 6 cases ov er approximately a 5- or 6-hour-time period, 1 case 
in Chicago and 5 cases in California, in which children who had been 
inoculated had developed paralytic polio. We acted at that point and 
recalled all of Cutter vaccine—not just the lots or lots that those six 
children had had. 

So we did it after the fact, not before the fact. 

Senator Benper. Thank you very much. 

Mr. Minrener. I might say this. Senator Bender. We have not 
seen the contract of the Polio Foundation, but it is our understanding 
that the price in the contract was from a dollar to $1.10 for the three 
shots. However, our understanding also was that that contract was 
made prior to the production, prior to the estimate or knowledge of 
what the actual cost would be, and was a sort of a standby arrange- 
ment, so that the companies would have something to go on until they 
could develop this vaccine. 

The foundation took a risk, and the manufacturers took a risk, a 
substantial risk. 

Chairman Hiti. Do you want to make a comment / 

Dr. Scneete. I would like to say one additional — about the 
Canadian program, which I failed to mention. The Canadian pro- 
gram did not have any Dominion direction. It is a grant-in-aid pro- 
gram. And also the Dominion program does not have any rigid na- 
tional plan for age groupings. That is determined within the Province. 

The other comment I would like to make, Senator Humphrey, I 
should point out that our staff, in my opinion, exercised proper precau- 
tion or normal precaution in their evaluation of the ability of all the 
six manufacturers to produce this product properly, and it was that 
evaluation which led them to recommend to me that I recommend to 
the Secretary that she should license them. 

In other words, there was no speedup or anything of that sort that 
was done that was unusual except for one thing, and that was that nor- 
mally our staff, if we did this, would make these judgments by them- 
selves and make the recommendation without benefit of advice of other 
people outside the Public Health Service. 

In this case, because of the great appeal of this program and the 
very nature of the vaccine material we are dealing with, a group of 
the Nation’s top people who are experts in this field attended the meet- 
ing, and after the Francis report was given out for review, gave advice 
to us as to their best judgment as to what we should do. And they 
unanimously recommended to us that there should be licensing, and 
that this product should be used in the immunization program. 

Senator Humpnrey. Also you had gone through the preliminary 
steps in the development of this? 

Dr. Scure.e. That is correct. 

Chairman Hix. In reply to a statement of Senator Ives, Secretary 
Hobby said she would come back to Congress for the legislation if 
necessary to justify such means. 

According to the testimony we had here today, all of the vaccine we 
will manufacture in the 60 to 90 days will go to the foundation. Isnt 
that correct? 

Mr. Perkins. That would appear to be the situation. 
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Chairman Hitt, That would mean, then, that there would be no 
vaccine going into commercial channels before July 15, or August 
15; is that not about right ? 

Mr. Perxrys. Well, we can’t be sure of that, because the supply 
situation has changed so many times that it might well be that in 
another month or so it would appear that the supply situation would 
be considerably one way or the other. 

Chairman Huw. As of now? 

Mr. Perkins. As of now your statement would appear to be correct. 

Chairman Hitz. As of now it would appear to be somewhere be- 
tween July 15 and August 15 before any appreciable amount of the 
vaccine would go into commercial channels. No one knows exactly 
when Congress will adjourn, but we look forward to adjournment, cer- 
tainly by the ist of August. 

So, Congress might not be here when some emergency situation 
should arise. Furthermore, would you not agree with me that it would 
be better to have this legislation passed before the emergency arises 
and also before you took a chance on getting into some kind of a 
state of hysteria ? 

Mr. Perkins. I think it is always well to have what available means 
are necessary, available at the time you need them; yes, sir. 

Chairman Hitt. Don’t you really think it is impossible for you to 
know now what controls you may need ? 

Mr. Perkins. It is impossible to know with a hundred-percent cer- 
tainty. We are very confident and very convinced that the voluntary 
control program supplemented by the legislation establishing chan- 
nels of trade for prescription drugs will take care of the situation, so 
that all we can say is that we think it is unnecessary. 

Chairman Hit. You have many phases of this distribution. You 
have many problems, not only to insure the distribution according to 
your plans and follow through on your priorities, but also the keeping 
of records, making sure the price is kept reasonable, and prevention of 
the black market. Of course, we do not have those problems today, 
and naturally we couldn’t have them today, because none of this vac- 
cine is going into commercial channels. 

There was a very small amount of it, as we know, that went into 
commercial channels about April 12, and we did have reports of some 
gray market, if not black market, activities. 

There was an Associated Press story, as I recall, of a gray market, 
to say the least, in Houston, Tex. And I think we had the story about 
a gray market, if not a black market, in Detroit, Mich. 

Mr. Perkins. Yes, sir. There were a lot of stories. 

It is my understanding that most of them, as Senator Allott indi- 
cated, when actually investigated turned out to be false. Of course, 
there is also the point that there is nothing illegal about any of this 
show so far as even the reported stories assuming to be true. 

I n other words, I question whether one would really call the black 
market simply a sale in normal commercial channels. 

Chairman Ss As matters now stand, it will be at least 60 to 90 
days before there will be any test of your plan ? 

Mr. Perkins. That is possible. 

Chairman Hut. In the meantime, Congress might adjourn, you 
might have some emergency situation that you might avoid if you 
had certain powers. And surely, in a case of this kind you would 
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avoid any emergency you could, or anything that would lead to the 
breakdown of confidence, or hysteria, or confusion, or anything of 
that kind. Isn’t that true? 

Mr. Perkins. That is absolutely true. 

And I think it is a question of to what extent one would think that 
any kind of standby control would be more effective, if put into effect, 
than the plan outlined here. 

Chairman Hirt. You don’t think there is any kind of standby con- 
trol that you would wish at this time? 

Mr. Perxrns. I would simply be able to repeat that we don’t think 
it would be necessary. 

Chairman Hit. In your opinion, they won’t be necessary. But 
don’t you think that they might be advisable, maybe the better part 
of wisdom, an ounce of precaution being worth more than a pound 
of cure? 

Mr. Perkins. I don’t want to anticipate the Secretary’s written 
report on this bill, and on the precise position of standby legislation ; 
I would prefer to defer to that report. 

However, I will say that in the analysis of all the elements of what 
is required to get the drug from the manufacturer to the individual, 
it is our opinion that these elements of the voluntary distribution 
plan will be effective. 

Chairman Hitt. Do you know of anything in a standby bill that 
would do any harm ? 

Mr. Perkins. I can see nothing; as long as there is discretion to 
the use of the controls, I can’t see that having legislation of that kind 
on the books would be any harm. Senator Purtell made a point that 
may have some significance, which was the point about the extent to 
which the elements in the voluntary-control program would feel less 
the necessity of making every effort than they would if there was 
some supplementary legislation about to go in to go over their heads. 

I think that is a point that must be taken into account. 

Chairman Hitz. But you wouldn’t use your permissive authority 
until you felt the need of it? 

Mr. Perkins. That is right. 

Chairman Hix. Youagree that it couldn’t be harmful ? 

Mr. Perxtns. At the present moment I fail to see how it could be, 
except for the point Senator Purtell has made. 

Chairman Hit. I think you will agree that it is evident from the 
questions and observations made by the members of the committee 
on both sides that the members of this committee stand ready and 
willing and anxious to give you, to give the President and the Depart- 
ment, any authority, any power, or any legislation or help in any way 
that you might feel that you need or would like to have to insure the 
fair, equitable and expeditious distribution of the vaccine, and to make 
sure that it gets to those who need it most, that there is the maximum 
availability of it, and that it is done in the most effective way. 

Mr. Perkins. We certainly agree. And we appreciate the senti- 
ment of the chairman in that respect. 

The Department will not hesitate to recommend any action it thinks 
necessary. And, as I have indicated, the Secretary’s position with 
respect to the precise bills before the committee will be contained in 
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a written report, and that this hearing, as indicated by the request, 
was to discuss the problem and the Secretary’s approach to it. 

Chairman Hitt. Senator Allott ? 

Senator Atuorr. Yes. 

Has the President asked for the legislation upon which these two 
bills are based ? 

Mr. Perkins. The President has asked 

Senator Auvorr. I think you can answer that yes or no. The answer 
is, no, isn’t it ¢ 

Mr. Perkins. Excuse me, Senator. I wasn’t sure which bills you 
were referring to. 

Senator Axorr. I am referring to the so-called Hill bill, I don’t 
remember the numbers, and the Ives bill. 

Mr. Perkins. No, there has been no request for that legislation. 

Senator AtLorr. Who is the General Counsel ? 

Mr. Perkins. Mr. Banta, who left with the Secretary. 

Senator Attorr. Then I will defer my questions in the matter. 

Mr. Perkins. We have a representative from the legal counsel office 
here. 

Senator Atxorr. I would like to know this: 

Under what constitutional power can you regulate the flow of this 
down to the particular individual ? 

Mr. Goopricu. It would have to be either under the interstate com- 
merce power or the taxing power. The Durham-Humphrey amend- 
ment, which has been discussed here, dealing with the sale of pre- 
scription drugs, was in effect upheld by the Supreme Court in a case 

called The U nited States v. Sullivan (in 332 U.S. 689). 

Senator Atnorr. Yes. 

But you know of no power which weuld authorize him to divide it 
among age groups, and distinguish as to the distribution between 
people, do you? 

Mr. Goopricu. Since the Supreme Court refused 2 weeks ago to go 
into the question of the wisdom of the legislation, I would say that 
is a question for Congress, if they decide to do something about, that 
would not be knocked over on the ground of due process. 

Senator Attorr. I will discuss this with you privately. 

I think there are some serious questions, Mr. Chairman. I don’t 
hesitate to express them. I think there are some serious questions as 
to whether any piece of constitutional legislation can be passed by this 
Congress that would be upheld by the Supreme Court in the field that 
we are talking about, either as to the distribution or the regulation 
of price. 

‘hairman Hitz. The committee has here, of course, the report of 
Secretary Hobby. I am sure the members have not had an opportunity 
yet to examine it, as it only came to us as we began to hear from Secre- 
tary Hobby. We will consider this report car efully. 

Secretary Perkins, we want to thank you, and hope that you will 
convey our thanks to Secretary Hobby. 

And you, Dr. Scheele. 

And all of you gentlemen, and all the members of the staff, we 
appreciate very much your presentation. 

Mr. Perkins. We appreciate the full hearing, and the attitude the 
committee has taken toward this problem throughout. 

Chairman Hi. We are adjourned. 

(Whereupon, at 5:25 p. m., the committee adjourned.) 
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